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PETJIAMEHT (EC) 2025/...
HA EBPOINEVICKHAS MAPJJAMEHT U HA CHBETA

ot 26 HoemBpu 2025 roguna

3a ch3/1aBaHe Ha 00ma miIargopma 3a JaHHU OTHOCHO XMMHUKAJINTE,
3a ompe/eJissHe HA MPABWJIA, ¢ KOUTO J1a ce TAPAHTHPA, Ye JaHHHUTE, ChAbP KAIIM ce B Hesl,
€a JIECHH 32 HAMHPaHe, 10CThIIHU, ONIEPATUBHO CbBMECTHMU
U T'O/IHM 32 NMOBTOPHO M3MO0JI3BaHe,

1 32 YCTAHOBsSIBAHC HA paMKa 32 MOHUTOPHUHTI U NEPCHEKTHBU BbB BPb3Ka ¢ XUMHKAJINTE

(Tekcr ot 3Havenue 3a EUII)

EBPOITEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOIIEMCKMS CHIO3,

KaToO B3€Xa IMPCABHUIA HOFOBOpa 3a Q)YHKHI/IOHI/IpaHCTO Ha EBpOHeﬁCKHH CBIO3, U ITIO-CIICIIHMAJIHO

uyieH 114, maparpad 1 ot Hero,

KaTo B3eXa MpeaBUJ NPEAIOKEHUETO Ha EBponelickaTa KOMUCHS,

cliell IIpeaBaHe Ha IIPOEKTa Ha 3aKOHOAATENIHUS aKT Ha HAIIMOHAJIHUTE NTapJIaMEHTH,

KaTo B3eXa NPeBU/I CTAHOBUIIETO Ha EBPONEicKis MKOHOMUYECKH M COIMAIEH KOMUTET!,

B CBOTBETCTBHE C OOMKHOBEHATA 3aKOHOJAaTCIHa npoue):[ypaz,

1 OB C, C/2024/3381, 31.5.2024 r., ELI: http://data.europa.eu/eli/C/2024/3381/0j.
[To3unumsa na EBponeiickust mapaameHT ot 21 okromBpu 2025 T. (Bce omie HemyOIMKyBaHa B
Odunmanen BecTHUK) U pemeHrne Ha CbBeTa oT 13 HoemBpu 2025 T.
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KaTo uMart npcaBun, 4c:

(1) B cvob6mennero na Komucusita ot 11 nekemspu 2019 r. otHocHo EBponeiickus 3ei1eH
MaKT € 3aJ0’KeHa BUCOKA aMOMIIHS 32 Ch3/1aBaHE HA YCJIOBUS 3a MPEX0J KbM HETOKCUYHA
OKOJTHA cpefia U HyJIeBO 3aMbpcsiBane. CTparerusita, U3JiokeHa B ChOOIIEHUETO Ha
Komucwusita ot 14 okromBpu 2020 1., 03arinaBeHo ,,CTpaTerus 3a yCTOMYUBOCT B 00J1acTTa
Ha XUMUKanuTe — KbM HETOKCHYHA OKOJIHA cpefa‘ (HapuuaHa Mo-HaTaTbK
,,CTpaTerusra‘) e pellanaiia CTbIIKa 3a MOCTUTaHe Ha HYJIEBO 3aMbpCIBaHE U BbBEKAA
MO/IX0/1a ,,e/IHO BEIIECTBO — €/IHA OLIEHKA", KONTO MMa 3a I1eJ1 Jja noao0pu e(huKacHOCTTa,
e(EeKTUBHOCTTA, ChITIACYBAHOCTTA U MIPO3PAYHOCTTA Ha OIICHKUTE Ha 0€30MacHOCTTa Ha
XUMHKaJIUTE B IpaBHUTE akToBe Ha Cbro3a. ChIilacHO CTpaTerusTa cjiaesiBa Ja ce
pa3paboTAT KpUTEpHH 3a ,,0€30MaCHOCT U YCTOWYUBOCT OIIIe MIPH MPOESKTHPAHETO™, 3a /1a ce
Jazie Bb3MOXKHOCT 3a IPOU3BOJCTBOTO U ynoTpedaTa Ha XUMHUKaJIN, KOUTO ca O€30MacHu U
YCTOMYHMBH MPE3 LENNsI CH )KU3HEH LIUKBJ. B cTparerusara ce nocousa chUo Taka, 4ye
B3aMMOJICHCTBHETO MKy HAYYHHUTE pa3paOOTKH U U3TOTBSIHETO HA TIOJIUTUKH CIIE/IBA Ja
ObJIe 3aCUIJICHO Upe3 CUCTEMa 3a PAaHHO MPEIyNpexIeHrEe BbB BPb3Ka C XUMUKAIUTE U
IpyIUTE OT XMMHUKAIH, 32 J1a C€ TApaHTUPA, Y€ MOIUTUKUTE Ha Chr03a ca HACOUEHHU KbM
HOBOBB3HUKBAIIIHM PUCKOBE, TOPOJICHH OT XMMHKAJIH, BEHATa CJIE]] KaTo T€ ObIaT
YCTaHOBEHU 4pe3 MOHUTOPHHT U U3CJIEIBaHUs, U Ue ClIeBa /1a ce pa3pabdoTu paMkKa OT
MTOKAa3aTe I 38 MOHUTOPHUHT Ha JBIKEUIUTE (PAKTOPH U MOCIETUIUTE HA XUMUYECKOTO
3aMBbpCSABaHE U 32 U3MEpBaHe Ha e(peKTUBHOCTTA Ha NpaBoTo Ha Cphro3a B 00jacTTa Ha

xuMukanute. HacTosmusat PEriIaMCHT LCJIN U3IIBJIHCHUCTO Ha TC3U LCIIN.
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OcHoBHaTa 11eJT Ha HACTOSIINS PErJIaMEHT € JIa Ce YBEIMYHM CTETICHTa Ha 3aIUTa Ha
OKOJTHATA Cpe/ia ¥ Ha 37PaBETO Ha YOBEKA OT PUCKOBETE, MPOU3THYAIIN OT XUMHUKAJIIH,
KaKTO M Ja e YJIeCHU (YHKIIMOHUPAHETO Ha BHTPEIIHMUS Ta3ap 32 XUMHUKAIU. 3a Ta3H el
C HACTOSIIIMS PETJIAMEHT CJIeNBA JIa Ce Ch3/ajie ooOma miardopma 3a TaHHH OTHOCHO
XUMHKaIATE (HapudaHa Mmo-HaTaThK ,,0011a miaTgopma 3a JaHHU ), KOSITO TPsSOBa J1a ce
ynpasisBa oT EBporneiickara arennus o xumukanu (ECHA). O6miara mardopma 3a
naHHU € nupoBa HHPpPACTPYKTypa, KOATO 0OeAMHSIBA JAaHHU M WH(POPMAIIHS OTHOCHO
XMUMHUKAJIUTE, TCHEPUPAHU ChIITIACHO JIOCTHKEHHATA HAa TPaBoTO Ha Chi03a B 001acTTa HA
xumukanute. C HaCTOSIIUS PETJIAMEHT CJIe[BA /1a C€ YCTAHOBSAT U CIICIUATM3UPAHN YCIYTH
B paMKHTe Ha o0miara matdopma 3a JaHHU | Ja Ce ONPEACTAT PaBHia OTHOCHO
MPO3PAYHOCTTA, JOCTHITHOCTTA U M3I0JI3BAEMOCTTA Ha ChABPIKAIIUTE e B TUIaTPopmara
naHHU. HacTosuusT periiaMeHT numa 3a 1ei Jia ce Ch3laje o0Ia, T0CThIHA 32
OLICHUTEIINTE Ha prcKa 0a3a OT 3HAHUSI OTHOCHO XMMHUKAJIUTE, 32 JIa CE€ PEJOCTaBH
BB3MOXHOCT 32 TIO-T00PH, ITBJIHU, ChIIIACYBAaHU M HAJICKTHA HAYIHHU OLEHKH I10
OTHOIIICHHE HAa XMMHUKAJIUTE U TIXHOTO BB3JICHCTBUE, JIa CE OCUTYPU ONITUMAITHO
M3II0JI3BaHE HA ChIIECTBYBAIaTa MH(OOPMAIHS 32 IEIUTE Ha IPUIIATaHETO U Pa3BUTUETO
Ha npaBHHUTE aKkToBe Ha ChI03a U 10 TO3M HAYUH Ja Ce JIOTPUHECE 3a 3aMsHaTa U
HaMaJSIBAHETO Ha M3MUTBAHMSTA BHPXY )KUBOTHU BHHATH, KOTATO TOBA € BE3MOXHO. [enrta
Ha HACTOSIVS PErJIaMEHT € MOI00psBaHe HAa MHTETPUPAHETO HA HHPOPMAITHUS OT
Pa3IMYHU U3TOYHHUIIM U Ch3/1aBaHETO HA MKOHOMHYECKU e(eKTUBHA U(poBa
nH(ppacTpyKTypa, Mpea0CcTaBsIIa IEHTPATHO 3BEHO 3a JaHHUTe U nH(popmMalusaTa B Crio3a
BBB BPh3Ka C XUMHUKAIIUTE, KOETO JIa € MyOJuIHO JocThITHO. C TOBa MIe ce yBeInJaT
MPEIBUIMMOCTTA U IIPO3PAYHOCTTA Ha PETYIATOPHHUTE MTPOIECH OTHOCHO XUMHUKAITUTE H
1€ ce 3aCHJIM OOIIEeCTBEHOTO JOBEPHE B HAJIS)KTHOCTTA HAa B3EMAaHETO Ha HAyYHU
pemienus. Upe3 cbOMpaHeTo U MPEAOCTABIHETO HA BCHUKH JIAaHHU OTHOCHO XMMUKAIIUTE B
Cwro3a utaTdopmara 3a TaHHH CHINO TakKa Iie CTUMYJIHpa HHOBAIIMHUTE | I TTOIIMTOMOTHE
pa3paboTBaHETO Ha YCHBBPIICHCTBAHN HHCTPYMEHTH, METO/IM U MOJICITH 32 OIICHKA Ha

XUMHUKAJIUTEC.
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CwriacHo Penrenne (EC) 2022/591 na EBponeiickus napiamenT 1 Ha Chaera’
OTIOJI30TBOPSIBAHETO HA MOTEHIIMANA HA IU(POBUTE TEXHOJIOTUU M TEXHOJIOTUHUTE 33 JaHHU
C LieJ1 IMOJIKpena Ha MOJIMTHKaTa B 001acTTa Ha OKOJIHATa Cpelia, BKIIFOYMTEIHO, KOraTo €
Bb3MOKHO, UYpE3 OCUTYpsIBAaHE HA JaHHU U MH(GOPMALIKS B PEATHO BpeMe OTHOCHO
CBCTOSIHUETO Ha €KOCUCTEMUTE, KaTO CHLIEBPEMEHHO CE YBEINYAT YCHIIUATA 34 CBEXKIAHE
710 MUHUMYM Ha OTIIe4aThbKa BbpXY OKOJIHATA CPe/la OT T€3U TEXHOJIOIMH U CE FrapaHTHpa,
4e JaHHUTE U MHPOpMaLuATa ca IpOo3payHy, aBTEHTUYHHU, OIEPATUBHO CbBMECTHUMHU U
yOJINYHO TOCTBIIHM, € IBJITOCPOYHa NpuopuTeTHa 1es. CienoBaTenHo JaHHUTE U
nHpOopManKATa OTHOCHO XUMHUKAIHUTE Ca OT ChIIECTBEHO 3HAYCHHE 32 MPABUIIHOTO
pa3paboTBaHe U npuIaraHe Ha noiautukara Ha Cpro3a B 00J1acTTa Ha OKOJIHATa cpefia, U

II0-CIICIMAaJIHO Ha HEroBaTa I10JIMTHKA B obnacTTa Ha XUMHUKAJIUTE.

Pemenue (EC) 2022/591 na EBponetickust napiameHT 1 Ha CbBeta ot 6 anpuin 2022 r.
otHocHO O611a mporpama Ha EBpomnelickus cbo3 3a JieiicTBue 3a okonHata cpena a0 2030
ronuna (OB L 114, 12.4.2022 r., ctp. 22, ELI: http://data.europa.eu/eli/dec/2022/591/0j).
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B cpobmenuero cu ot 19 despyapu 2020 r. ,,EBponeiicka cTparerus 3a JanHUTE
Komucusra onucsa Bu3mATa cH 3a 00110 €BPOINEHCKO MPOCTPAHCTBO HA JAHHU U U3THKBA
HE00X0AMMOCTTa OT pa3padOTBAHETO HA CEKTOPHU IPOCTPAHCTBA HA JJAHHU B
CTpaTEeruuecKu 00JIACTH, Thi KaTO HE BCUYKU CEKTOPU Ha MKOHOMHKATA U OOLLECTBOTO Ce€
JBUXKAT ¢ eHaKBa ckopocT. [opaau ToBa ¢ HACTOSIIMS pErJIaMEHT CE LEIH U3TPaKJaHETO
Ha IPOCTPAHCTBO 3a JIaHHU BbB BPb3Ka C XUMUKAJIUTE UYPE3 Ch3/1aBAHETO HA o0LiaTa
1artgopMma 3a JaHHH, KOATO € 4acT U OT IPOCTPAHCTBOTO 3a IaHHU Ha EBporneiickus 3eieH
IIAaKT, KaKTO € [I0COYEHO B eBpoIelickara crparerus 3a JaHHuTe. OCBEH TOBa BbB
BBIpOCHAaTa cTparerus Komucusara u3TbKHa HIKOJIKO MPpoOiieMa, KOUTO CE OTHACAT J10
HaJIMYMETO Ha JAHHU 3a 0JIaroTo Ha OOLIECTBOTO, BKIFOUUTEIHO JOCTHIIHOCTTA,
MHOPACTPYKTYPUTE 32 JaHHU U YIPABICHUETO HA JaHHUTE, ONlepaTUBHATA CbBMECTUMOCT,
KaKTO M JIMIICaTa Ha aJIeKBaTHO CIOEISHE Ha JaHHU MEXy yOIMYHUTE OPTraHu.

C HacToAIIMS PETJIAMEHT C€ 1IeJIM YBEJIUYaBaHE HAa HAIMYUETO Ha IaHHU OTHOCHO
XUMHUKAIUTEe, KaTo oT KoMucusTa u cboTBeTHUTE areHnuu Ha Chio3a, a UMEHHO
EBporeiickara arenuus 3a 6e3onacHocT u 3apase npu padora (EU-OSHA), ECHA,
EBponeiickara arenuus 3a okoiHa cpena (EAOC), EBponeiickust opran 3a 0e30MacHOCT Ha
xpanute (EOBX) u EBponeiickarta arenius no nekapcrsara (EMA) (HapudaHu 3ae1HO
,»aT€HLIUUTE ) ce M3MCKBA Jla MPEJOCTaBAT JaHHU 3a BbBEXKJaHe B o01ara miardopma 3a
JaHHU, J1a ChJEICTBAT 3a ONepaTUBHATa CbBMECTUMOCT Ha T€3U AaHHHU, KaTo ce
NPEIBIKIA Ch3JaBaHETO HA CTAaHAAPTHU (POPMATH U KOHTPOJIIMPAHU PEUHUIU, KAKTO U J1a
yJecHsBaT OOMEHa U M3MOI3BAHETO HA JAHHU OT MyOJIMYHUTE OPraHu, KaTo ce Ch3/1aaar
YCIIOBUS T€ J1a U3IIBJIHSBAT €(EKTUBHO CBOMTE PETYJIATOPHU 3aJ]aui U 3ajjauu 3a

pa3paboTBaHe Ha TOJUTUKH.
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(5) C HacTOAILIMSA PETJIAMEHT CE L€ U PUIIAraHETO Ha IPUHIUIINTE, N3JI0KEHU B
MIPEUIOKEHUETO 32 AKT 3a ONlepaTUBHO chBMecTUMa EBpona B cekTopa Ha XMMUKAJIHTE,
4ype3 yKpenBaHe Ha TpaHCIpaHUYHATa OllepaTUBHA CbBMECTUMOCT Ha MPEXXOBU U
MH(GOPMALIMOHHU CHUCTEMH, U3II0JI3BAHNU 32 IPEAOCTABSHE WK YIPaBICHUE Ha
OOIIECTBEHH YCIYTH OTHOCHO XUMHKaIuTe B Chro3a. C HACTOSIINS PErJIaMeHT IIIe Ce
JIOTIPUHECE 3a YBEIMUYaBaHE HA TPAHCTPAHUYHUTE IIOTOLM OT JIaHHHU, 32 J1a CE [IOCTUTHAT
MCTUHCKU €BPONEHCKH HU(PPOBH YCIYTH U 1I€ C€ Pa3LIMPH JOCTBIBT 10 OOLIECTBEHO

JOCTBHITHU JaHHHU OTHOCHO XUMHUKAJINTE, KOUTO Ja 6’b,Z[aT H3II0JI3BAHU B ITPUIIOKCHHUA HA

JPYTU CEKTOPHU.

PE-CONS 24/1/25 REV 1 6
BG



(6)

B paznuunu npaBHu akToBe Ha ChI03a OT CTONAHCKUTE CYOCKTH U KOMIIETCHTHUTE OPTaHu
Ha JIbPYKABUTE YWICHKH CE M3UCKBA J1a MPEJOCTABAT JaHHU U HHPOPMAIIKS HA MHOYKECTBO
arernuu Ha Cpro3a, KakTo U Ha KoMucusTa B KOHKpETHHU ciaydan. ToBa BOau 10
Pa3MoOKbCAHOCT HA TAHHUTE U HHPOPMAIHITA OTHOCHO XUMHUKAINTE, KOUTO CE ChXPaHsIBAT
[IPU PA3JIMYHU YCIIOBHS 3a CIIOJICIISIHE M U3IIOJI3BAHE HA JAHHU, KAKTO U B Pa3InYHH
dopmatu. [Togo6HO PpparMeHTHpaHEe HE TTO3BOJISIBA HA TyOIMYHUTE OPTaHu, KAKTO U Ha
00IIIECTBEHOCTTA, J]a UMAT SICEH OOII[ MOTJIE BhPXY TOBA KakBa HH(POPMAIUS € HATHMYHA
OTHOCHO OTJICJIHU XMMHKAJIH HJIH TPYIH OT XUMHUKAJIH, KbJIE U KaK MOXe J1a ObJie MoJTydeH
JOCTBIT 10 HH(POPMAITUATA U AT TS MOXKE Ja Ce M3M0J13Ba. ToBa yBelnu4aBa
BEPOSATHOCTTA OT HECHOTBETCTBHE MEK/Ty PA3JIMYHH OIICHKH HA €JMH U ChIIl XMMUKAJ,
W3HCKBAHU ChHIIIACHO Pa3IMYHU MPaBHHU akToBEe HA ChI03a OTHOCHO XUMHUKAIUTE, U OT
HAKbpHsIBaHE HA IOBEPHUETO HA OOIIECTBEHOCTTA B HAYYHUTE OCHOBAHHSI 32 PEIICHHUSATA Ha
Cp1o3a oTHOCHO XuMHuKaauTe. C 11eM1 1a Ce TapaHTHpa, Y€ JaHHUTE OTHOCHO XUMHKAIIUTE
ca JISCHO OTKPUBAEMH, TOCTHITHU, ONICPATHBHO CbBMECTHMHU U TOJIHU 3a TOBTOPHO
usnon3pane, ECHA cnenBa na cp3aane oomara rargopma 3a nanau. Oomiara miatgopma
3a JIaHHHM CJIe/IBa Jla CIY)KU KaTo €JJMHHA OTIIPaBHA TOYKA U KAaTO BCEOOXBATHA U
criozienieHa 6as3a OT JI0Ka3aTescTBa C 1e Ja Ce JaJie Bb3MOKHOCT 33 €(peKTUBHO
MPE0CTaBsIHE HA ChITIACYBAHHU OICHKH HA OMAaCHOCTTA U PUCKA, MOPOJICHH OT XMMHUKAJIH, B
pa3uyHM paBHU akToBe Ha ChI03a OTHOCHO XMMHKAIIUTE, KaKTO M JIa Ce J1aj1e
BB3MOKHOCT 33 CBOEBPEMEHHO YCTAHOBSBaHE HAa HOBOBBH3HUKBAIIIN PUCKOBE, TOPOJICHH OT
XMUMHUKAJIH, U Ha JBIOKEIINTE (PAKTOPU U BB3JICHCTBUETO HA XUMHUECKOTO 3aMbPCSBaHE.
Opranurte cienBa aa npearnprueMar HeoOX0JMMUTE MEPKH 3a 3allliTa Ha MOBEPUTEITHOCTTA
Ha JJAHHWTE, BKJIIFOUUTEITHO, 110 I[eJIeCh00Pa3HOCT, (GU3NIECKH MEPKH U MEPKH 32

KHOEpPCHUTYpPHOCT.

PE-CONS 24/1/25 REV 1 7

BG



(7) OcBeH ako HAaCTOSIIMAT PETJIAMEHT He MPEIBUKa APYyro, odmaTa miardopma 3a JTaHHH
clieqBa 1a ChABpKa, 0e3 o0ade Ja ce orpaHrdaBa caMo JI0 TOBA, BCHUKH JJAHHU H
uHpopMalus, CBbP3aHU ¢ XUMUKAINTE, CbXPaHsIBaHU OT areHuuure uim Komucusra u
reHepUpaHy WK NOJAaIeHH 10 TSAX KaTO 4acT OT MPHJIAraHeTo Ha IIPaBHUTE aKTOBE Ha
Cw1o3a, m30poenu B npuinoxenue 1. ToBa BKIIIOUBa HanpuMep BCUYKH PETYIAaTOPHU
JOCUETa WM 3asBJICHUS, TIOAJICHH JI0 areHIIMHUTE, HO CBIIO TaKa U JTaHHH OTHOCHO
XUMUKAJIUTE BbB BPb3Ka C HAJIMYUETO Ha XUMUKAIH, IPEAOCTABEHU OT AbPKaBUTE WICHKU
Ha areHuuuTe uin Ha KoMucusTa, KakTo U JaHHH OTHOCHO XUMHKAQJINTE, IPOU3THYAILN OT
JCHHOCTUTE HA AbPKABUTE WICHKH 110 U3ITbJIHEHUE, B CHOTBETCTBUE C TEXHUTE
3aabIDKEHUs 3a qokaaaBane. Obmara miuatdopma 3a JaHHU CJIe/IBa J1a BKIIIOYBA U JIAHHU U
uH(popMalKs OTHOCHO XMMHUKAJIUTE, TEHEPUPAHU KAaTO 4acT OT CBbP3aHU ¢ XUMHUKAINUTE
IIpOrpamMM WJIM U3CIIE0BATENICKU AEHHOCTH Ha paBHULIETO Ha Chr03a, Ha HALIMOHAIHO WU
MEXyHAPOJAHO pPaBHUILE, KOTaTO TE3W JaHHU U Ta3u HH(OPMAIIHS C€ ChXpaHsIBaT OT
Komucusita unm ot egna ot areHuuure. B gqonbsnHenne oduiara niaargopma 3a 1aHHU
clie/iBa Jia JaBa Bb3MOXKHOCT 32 BbBE)K/JJAHETO HA IaHHU OTHOCHO XUMUKAJIUTE,
IIPEJOCTaBeHU Ha JOOPOBOJIHA OCHOBA OT IbPKaBUTE WIEHKU U JPYTU CYOEKTH,
BKJTIOYMTEITHO HALIMOHAIHU areHIMHA U HAy9HOMU3CIIETOBATEIICKH HHCTUTYTH, KaKTO U
JTAHHW OTHOCHO XMMHUKAJIMTE, TIOJIyY€HH B PE3yJITaT Ha MEXIyHAPOAHO ChTPYIHUIECTBO C
OpTaHU3aIMH OT TPETHU IBPKABH, U KOUTO C€ ChXpaHsBar oT KomucusTa uin oT ejHa OT

ArcHIIUUTC.
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Bbropeku ue HIKOU JIEKapCTBEHH MPOIYKTH Ca ChIO XMMHUKAIIM U €A OT 3HAaYEHUE 3a
LIEJINTE HA HACTOSLIMS PErJIaMEHT, IPUJIAraHEeTO U U3I0JI3BAHETO HA OLIEHKUTE Ha
OMAaCHOCTTA U PUCKA, U3BBPIIBAHHU BbB BPb3Ka C XUMUKAIIUTE CHIJIACHO
3aKOHO/AaTENICTBOTO Ha ChrO3a OTHOCHO JIEKAPCTBEHUTE MPOAYKTH, € PA3JIUYHO OT
MPUJIAraHETO U U3MOJI3BAHETO HA OLICHKUTE HA OMACHOCTTA U PUCKA, U3BBHPIIBAHU
CBIJIACHO OCHOBHHUTE MpaBHU akToBE Ha Chio3a oTHOCHO XuMukanute. [lopaau ToBa e
1enecr00pa3Ho J1a ce Bb3MpHUeMe MoeTareH MoaX0 ] U J]a ce BKIII0YaT, KaTo MbpBa CThIIKA
Y [IPU HA/JIEKHO OTYMTAHE Ha aJIMUHUCTpAaTUBHATa TexxecT 3a EMA, caMo JaHHM OTHOCHO
XUMUKAIATE C Hail-BHCOKa Jo0aBeHa CTOMHOCT. B paMKuTe Ha Ta3u bpBa CTHIIKA TAHHUTE
C Hali-BHCOKa OlLIEHEHA J100aBeHa CTOMHOCT ca JaHHU 3a CbOTBETHUTE aKTHBHU BEILIECTBA,
KOUTO C€ CUMUTAT 3a aKTUBHU BelIecTBa, 00XBaHATH OT MpaBHUTE akToBe Ha Chro3a
OTHOCHO JICKapCTBEHUTE MPOAYKTH, U30POEHH B MPUIIOKEHHE |, 4acT 2, M KOUTO ChHIIO
TaKa Mo/JIeKaT Ha PeryJaTOpPHU MPOLIECH ChITIACHO APYTU MpaBHU akToBe Ha Cbhro3a,
n30poeHu B puiiokeHue [, gacT 1, KakTo U Ipyru aKTUBHU BEIIECTBA C KOHKPETHU
yCTONYMBH, OMOAKYMYJIMpAIlld U TOKCHYHU CBOMCTBA MJIM C U3BECTHU BUCOKHU JOMYCTUMU
IpaHUIY Ha OCTAaThYHH BEIlECTBA B OKoJHATa cpeaa. CrneunduyHuTe JaHHH OTHOCHO
XUMUKJIUTE, KOUTO TPsAOBA J1a ObJIaT BKJIFOYCHH 32 T€3W ChOTBETHU aKTHUBHU BEIECTBA,
cieqBa 1a o0XBallaT JaHHU OTHOCHO XMMUKAJIUTE, CBbP3aHU C OLEHKU Ha pUCKa 3a
OKOJIHaTa Cpe/ia, U3BbPIICHU ChITIACHO 3aKOHOAATENCTBOTO Ha Chi03a OTHOCHO
JIEKapCTBEHHUTE MPOIYKTH 32 XyMaHHA U BETepUHApHA yHoTpeOa, HeKITMHUYHU
MPOYYBAHUS, U3BBPILIECHH CHIVIACHO MPaBOTO Ha Chr03a OTHOCHO JIEKAPCTBEHUTE MPOAYKTH
3a XyMaHHa yrnotpeda, ¥ MaKCUMaTHUTE TPAHUYHU CTOMHOCTH HA OCTaThYHU BEIIECTBA U
JTAHHUTE OTHOCHO XUMHUKAJIUTE, HA KOUTO CE€ OCHOBABA TXHOTO OINPEEIIHE U KOUTO CE

cbxpansaBaT oT EMA, kakto u cneruuyHu peepeHTHH CTOMHOCTH.
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©)

(10)

Karo ce oTunTa HajyIe:)KHO aAMUHHUCTpaTUBHATa pabota Ha EMA, npousTtryamia ot
aJlanTHPAHETO Ha Te3H JaHHU KbM MOAXOAI (hopMart 3a BbBEKIaHe B o01maTa rmiardopma
3a JIaHHH, € 11eJIeChoOpa3Ho Ja ce Bb3IpHUEeMe IIOeTaleH OAXO0/ U Npe3 IbPBUS eTall Jia ce
BKJIIOYAT CaMO JAHHHU 3a XUMHUKAJIUTE, OTHACALIY CE O aKTUBHU BELIECTBA, IOAAEHU 10
EMA B KOHTEKCTa Ha CbOTBETHUTE MPOLEAYPH, KOUTO Ca OKOHYATEIIHO YTBBPICHU CIIE]
BJIM3aHE B CWJIA HA HACTOALUSA periaaMeHT. He 1o-KbCHO OT 1IeCT FOAWHM CIIe]] BIM3aHETO
B CHJIa Ha HacTosAUMs peryiaMeHT EMA crenBa CbIllo Taka J1a 3all04He Ja BbBE)KA JaHHU
32 XMMHUKAaJIUTE, OTHACALIY CE O aKTUBHU BEILECTBA, KOUTO €A PE3YITAT OT IPOLEAYPH,

MMPUKIIKOYCHU IPECAN BJIM3aHCTO B CHJIa HA HACTOAIUA PCTIIAMCHT.

I[pyrn JaHHW OTHOCHO XUMHKAJIWUTC, KOUTO Ca MPEAOCTABCHU UJIM I'CHCPpUPAHU ChINIAaCHO
npaBHU akToBe HAa ChI03a OTHOCHO JIEKAPCTBEHUTE MPOIYKTH, CHIIIO OMxa MOTIIK Aa Obaat
OT 3HAYCHUE 32 PEryJIaTOPHUTE 00JIACTH HA XMMHKAJIUTE, KATO HAPUMEp JaHHH, CBbP3aHU
C ApYIr' aKTUBHU BCIICCTBA, CbAbPIKAIIU CC B JICKAPCTBCHUTEC IIPOAYKTH, KIIMHUYHN JaHHH
" JaHHHW, CBbP3aHu C JPYIr'U BEIICCTBA, CbAbPKALIU CC B JICKAPCTBCHUTEC NPOAYKTH,
pa3iIMyYHU OT aKTUBHHU BelecTBa. OCBEH TOBAa U3BECTHA YACT OT MEIUIIMHCKUTE JAHHU CE
ChXpaHsIBa OT KOMIETEHTHUTE OPTaHU Ha JIbpkaBUTe WieHKU. Ce10BaTeHO HE MO-KbCHO
OT IIECT TOJUHHM CJIE]] BIIM3aHETO B CHJIA HA HACTOALIMS PETIIAMEHT, CJIe]] KOHCYTALHUS C
ABPIKABUTC YJIICHKH W arCHIOUUTC, Komucusra CJICABA /1a HAIIpaBU OLICHKA HA TOBA AaJIn
TE3U JOIBIHUTEIHM JIaHHU CJIe/IBa J1a ObJaT BKIIOUEHHU B 00IIaTa miatdopma 3a JaHHH.
[Ipu Ta3u oreHKa ciieqBa ChIO Taka Jja ce B3eMar MpeaBHI [e1ech00pa3HoCTTa,
OuyakBaHaTa J00aBeHa CTOMHOCT U 0AaNaHCHT MEXKIY PAa3XOIUTE U MOI3UTE OT

BKJIFOUBAHCTO Ha JOIIBJIHUTCIIHUTEC NJaHHU.
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(11) 3a na ce qobaar qanau, kouto EMA TpsiOBa ma mpemocraBu upe3 od1mara mardgopma 3a
JJaHHM, KOraTo TOBA € OT 3HaYEHHE 3a J1a CE MOANIOMOTHE IIOCTUTAHETO HA LIEIUTE Ha
HACTOAIIMS PETJIAMEHT, KaTO HallpUMep J1a Ce TapaHTHpaT ChIVIACYyBAaHOCTTA U
e(eKTUBHOTO U3BBPIIIBAHE HA OLICHKH HAa OMIACHOCTUTE U PUCKOBETE, OPOJEHH OT
XUMUKAJIU, WK aKO C OTJIe]l Ha HayYHUs HAMPEIbK ca HAJUIE HOBU MTO3HAHUS OTHOCHO
OIIACHOCTUTE MJIM PUCKOBETE 3a OKOJIHATA CPEJa WK 3/IpaBeTo Ha yoBeka, Ha Komucusra
cienBa 1a 0bie AesierupaHo MPaBOMOIINETO J1a TpHeMa aKTOBE B CbOTBETCTBUE C
yieH 290 ot JloroBopa 3a pynkimonupanero Ha EBpornetickus cbio3 (JIPEC) BB Bpb3ka

C U3MEHEHHUETO Ha wiieH 3, maparpad 3 oT HACTOSIIUS PeriaMeHT.

(12) [Topaau 4yBCTBUTENHOCTTAa HA HHPOPMALUATA OTHOCHO TOYHHSI XUMHYEH ChCTaB Ha
IIyCHaTUTE Ha [a3apa CMECH, KOUTO ca KiIacu(UIMpaHH KaTo OMAacHU Bb3 OCHOBA HA
BB3/JICHCTBUETO UM BBPXY 3/[PABETO WM HA TAXHOTO (PU3NYHO BB3/EHCTBHE, U KOUTO CE
IIPEIOCTABAT Ha OpPraHUTe, HA3HAYEHU OT JIbPKABUTE UJICHKHU ChIVIACHO YjieH 45 oT
Pernament (EO) Ne 1272/2008 na Esponeiickus napiament u Ha ChBera?, Tazu
uHpopManus He cieBa J1a Obje BKIOYeHa B o0maTa wiargopma 3a faHiu. [1o cbums
HA4uH, IOpaJy ThProBCKaTa YyBCTBUTEIHOCT HA JAHHUTE U Ha HHpOpMaLUATa 3a
KpaifHUTE KO3METUYHU TPOYKTH, HHPOPMALUATA, CBbP3aHa C KOZMETHYHU MPOIYKTH, 32
KOSITO € MOCTBhIINIIO yBenomiieHue Ha [loprana 3a HoTuduupaHe Ha KO3METUYHU
npoaykTH chriacHo wieH 13 ot Permament (EO) Ne 1223/2009 na EBpornelickust
napiaMeHT 1 Ha ChBeTa®, ChIIo HE clieBa 1a Objie BKIIoUYeHa B o0mmara miatdopma 3a
naHHU. B obmara mardopma 3a jaHHM o0ade cieBa Ja ObJ1aT BKIIOUCHH JJaHHUTE
OTHOCHO XMMMKAJIUTE U UHPOPMAIIUTA 32 OTAECTHUTE XUMUYECKH ChCTaBKU Ha

KO3MCTUYHUTEC IMPOAYKTH.

Pernament (EO) Ne 1272/2008 na EBponeiickus napiameHnT u Ha CbBeTa OT

16 nexemBpu 2008 T. OTHOCHO KJTACH(PUITUPAHETO, ETUKETHPAHETO M OTMIAKOBAHETO HA
BEIIECTBA U CMECH, 3a I3MEHEHHE U 3a OTMsIHa Ha AupekTuBu 67/548/ENO u 1999/45/EO n
3a m3meHnenue Ha Pernmament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 r., cTp. 1,

ELLI: http://data.europa.eu/eli/reg/2008/1272/0j).

Pernament (EO) Ne 1223/2009 na EBponelickus napnameHT 1 Ha CbBeTa OT

30 noemBpu 2009 r. otHOCHO KO3MeTnuHUTE npoaykTu (OB L 342, 22.12.2009 r., cTp. 59,
ELI: http://data.europa.eu/eli/reg/2009/1223/0j).
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(13)

(14)

3a 1a ce 3aIuTH CIIOCOOHOCTTA 3a U3ITBJIHEHUE Ha 33/1aunTe Ha EBponeiickara komucus,
Ha areHIMUTe U Ha KOMIIETEHTHUTE OPTaHu Ha Abp)KaBUTE WICHKH, B o01ara miatdopma
3a JJAHHU 110 NPUHIIMII HE ciie/Ba Ja ObaT BKIOYBAHU JOKYMEHTH C JaHHU OTHOCHO
XUMHUKAJIMTE, KOUTO Ca CBbP3aHM C TSIXHATa BbTPEIIHA paboTa WM C B3€MaHETO Ha

peuieHusl.

C uen ga ce OTroOBOpHU Ha MOTPEOHOCTUTE HA MU(PpPOBATA UKOHOMUKA U JIa CE OCUTYPH
BHCOKA CTEIICH Ha 3all[UTa Ha OKOJIHATA CpeJia U Ha 37paBeTO Ha YOBEKa, € HEOOX0IMMO J1a
Ce OIpeJIe/ M XapMOHU3HUPaHa paMKa, KOSITO Ja MPEIOCTaBS JIOCTBII O JAHHUTE OTHOCHO
XUMHKAIHATE, ChIIbPKaIIK ce B obmiara rmardopma 3a nanuu. Ta3u pamka ciieasa, KaTo
O6HI IMPUHIMUII, Ia TPCA0CTaBA Bb3MOXHO Haﬁ-MHpOK JOCTHBII A0 TE3U JaHHU OTHOCHO
XUMHUKaJIUTe. B Hes ciiefiBa ChINo MpH 1eIecho0pa3HOCT Ja ce YTOYHIBA KOH MMa IPaBo
Ha JIOCTBII 10 JJAHHUTE OTHOCHO XUMHKAJIUTE, IPU KAaKBH yCIOBUS, HA KAKBO OCHOBaHUE U
3a KakBU 1ien. Ha opranuTe, Ha KOUTO ca BB3JI0KEHU PEryIaTOPHH 3a/1a49H, CBhP3aHU C
XUMUKAIHATE, CJICJ[BA 1a ObJIe pa3pelIeHo U T€ cie/Ba Ja ObAaT HAChpYaBaHU J1a
M3I0JI3BAT JJAHHUTE U HHOOPMAILMITa OTHOCHO XMMHKAJIHUTE, ChIBPIKAIIM ce B 00IIaTa
iatopma 3a JaHHH, C 1T Ja U3ITBJIHSABAT CBOUTE PETYJIaTOPHU 3aIbJDKEHHS U 33/1a49K
e(eKTHUBHO, J1a TOBUINAT €)EKTUBHOCTTA, €PUKACHOCTTA U CHIIIACYBAHOCTTA HA
CBBP3aHHUTE C XUMHUKAIUTE OIEHKH, KaKTO | JIa Ce MOoA00pH pa3paboTBaHETO HA IMOJUTUKH
Ha Cpro3a B 0071aCTTa HA XUMHUKAJIATE. JJOCTBITHT /10 IMYHU JaHHU CJIeaBa J1a ObJe
OTpaHUYEH 10 HEOOXOAMMOTO IO OTHOIIIEHUE Ha I[EIUTE, 32 KOUTO OpraHuTe o0paboTBar

TC3U JaHHU.
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(15)

JanauTte 1 nHGOpPMAIUATA OTHOCHO XUMHUKAIIUTE, TCHEPUPAHH B PE3YITaT HA
3aJIbJKEHUSATA, IPEABUICHU B IPAaBHUTE aKkTOBE Ha Chr03a OTHOCHO XUMMKAJINTE,
ChIIbPKAT ThProBcka HH(OPMALIKS ¢ YYBCTBUTEJICH XapaKTep WK ca 3alIUTEHU ChIIIaCHO
BBIIPOCHUTE NIPABHU aKTOBE HAa Chr03a ¢ UCKAHMS 33 TOBEPUTEIHOCT OTHOCHO
MOBEpHUTEIHATa ThproBcka nHpopmarus. [TyoinyHoTO pasnpocTpaHeHne Ha TaKUBa JaHHU
Ou MOTJIO J1a 3aCEeTHE ThPrOBCKUTE MHTEPECH Ha YaCTHHM JIMLIA. 3a JIa Ce OCUTYPAT IpaBHA
CUT'YPHOCT U MPEABUIMMOCT 33 HOCEIIUTE OTTOBOPHOCT JIULIA U Ja CE 3ALIUTAT TEXHUTE
3aKOHHU OYaKBaHMs, KAKTO U Ja C€ TapaHTHpa KOHKYPEHTOCIIOCOOHOCTTA Ha CEKTOpa Ha
BbTpemHus nasap, ECHA, B kauecTBOTO U Ha ynpaBuTes Ha obImaTa miardopma 3a
JaHHU, CJIe/IBa Jja IPeAO0CTaBU AU(PEepEeHIMPAaHU [IpaBa 3a JOCThII A0 JaHHUTE U
nH(popManuaTa, ChIbpKaIllK ce B obmara rmiardgopma 3a f1aHHU. BbB Bpb3Ka ¢ TOBa
OpraHMTe CJIe[Ba Aa UMAT I'bJICH JAOCTHII JO BCUYKU JaHHU U UHPOPMAIUS OTHOCHO
XMUMHUKAJINTE, ChABPIKAIIN ce B 00mIara rmaTdopma 3a JaHHHU, ChIIO U B MAIIHHHOYETUMHU
(dbopmaTu, BKIFOUUTEIHO JOCTHII A0 IsIaTa MOBepUTeIHa nHpopManus 1 nHopMarms,
KOSITO HE Ce MPEJ0CTaBs Ha OOIIECTBEHOCTTA. 3a pa3jifKa OT TOBa, APYry CTPaHU HE
clie[[Ba 1a UMaT JAOCTHII upe3 ob1ara rmiathopma 3a JaHHH J10 TIOBEPUTEITHU IaHHU WU J0
JAaHHH, KOUTO HE CE MPEJO0CTaBAT Ha 0OIECTBEHOCTTa ChIJIacHO akTa Ha Cbhro3a Ha
MIPOM3X0/1 MOPaJH TOBA, Y€ Te OMXa MOTJIH J1a ChIBPKAT ThProBcka HH(opManus ¢
YYBCTBUTEJIEH XapaKTep U ue He € Ouila 3BbpIICHA OIIEHKA Ha TOBEPUTEITHOCTTA HA TE3U
JNaHHU. He3aBucrMO OT TOBA BCUYKM CTPAHM CIEABA Ja 3ala3saT IPaBOTO Ja ITOUCKAT
JOCTBII 10 BCAKAKBH JIaHHU, ChIbPIKAIIIU ce B o0IIara ardopma 3a JaHHH, B

cvorBercTBre ¢ Permament (EO) Ne 1049/2001 na EBponelickus mapnament u Ha ChBeral.

Pernament (EO) Ne 1049/2001 na EBpomneiickus napaamenT u Ha CpBera ot 30 maii 2001 r.
OTHOCHO MyOJMYHUS JOCTBI 10 TOKyMEeHTU Ha EBponeiickus napiaament, Ha ChBeTa U Ha
Komucusita (OB L 145, 31.5.2001 r., ctp. 43,

ELI: http://data.europa.eu/eli/reg/2001/1049/0j).
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(16) [Tpu u3non3BaHeTo Ha JaHHHU, ChIbPIKAIIM ce B oO1IaTa rmiaTdopma 3a JaHHU, OPTaHUTE
CJIe[[Ba /12 3aUUTaT IPUHIMIIA HA I’bPBOU3TOYHHKA. CHIIIACHO TO3M IIPUHIIMII
MapKHpOBKaTa 3a OBEPUTEIHOCT Ha JAaHHUTE OTHOCHO XMMHUKAJIUTE, KAKTO € U3BbPIICHA
OT I'bPBOM3TOYHHUKA M KAKTO ChOTBETHO € IIOCOYEHA OT ChbOTBETHATA areHLUs Ipu
IPEJOCTaBIHETO HAa TE3U JaHHU Ha oOmiara rmiartdopma 3a JaHHH, cIefBa Ja Ce CIa3Ba OT
OpraHuTe, U3MOJI3BAIIM Te3U JaHHU NIPY U3IMBIHEHNUE Ha TEXHUTE PETYIaTOPHU (PYHKIUU
i 3agaun. O6maTta mardopMa 3a JaHHU ClIeBa J1a BKIFOUBA ChLIO Pelia U yCIOBUsATA 3a
U3I0JI3BaHE HA JAHHUTE, BKIIOYUTEIHO 110 OTHOLIEHUE Ha IIpaBaTa BbpXY

MHTENEKTyaIHaTa COOCTBEHOCT.
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(17)

3a J1a ce OCUTYpH 3alluTaTa Ha IPUHLIMAIIA HA ONIPAB/IaHUTE MPABHU OYaKBaHMsI 110
OTHOIIEHHE HA HOCEIIUTE OTTOBOPHOCT JIMIIA, IPU FEHEPUPAHE WM [10aBaHE HA JaHHU
WM MHpOpMaLUs ChIVIACHO N30poeHuTe B puiioxkenue I mpaBuu akrose Ha Chro3a, KakKToO
U 3a 3alll1UTa Ha [IOBEPUTEIIHOCTTA HA Ta3u UH(OpMaIMsl, KOTaTo TS c€ U3I0JI3Ba OT
OpraHuTe, ONPEAEICHUTE B TE€3U IIpaBHU akTOBE Ha Chl03a N3KIIOUUTEIHU OCHOBAHHUS 3a
OTIOBECTsIBaHE HA MOBEPHUTEIHA HH(POPMALIUS CIIE/IBA Ja Ce MPUIIaraT camo 3a
OIIOBECTSABAHETO HAa JaHHUTE U MH(OpMALUATA, IPEJOCTaBEHU WM F€HEPUPAHU B
CbOTBETCTBHUE C TE3U MPaBHU aKkTOBe. Taka HarpuMmep cbritacHo wieH 39, naparpad 4 ot
Pernament (EO) Ne 178/2002 na Epponeiickus napnament u Ha ChBera’ B CllydamTe,
KOTaTo ca HeOOXOJMMH CIEITHH JEHCTBUS 3a Olla3BaHe HA 3[[PaBETO HA YOBEKA, 3/[PaBETO
Ha )KMBOTHUTE WM OKOJIHATA Cpella, HapuMep B U3BbHpeHU cutyauuu, EObX moxe na
OIOBECTU MH(OPMALUs, CYMTaHAa [IPEeJI TOBA 3a OBEPUTENIHA ChITIACHO TOCOYECHUS
pernamenT, 1 EOBX e urbxen qa HanpaBu myOauvHa HHPOpPMaUATa, CAUTaHA MTPEIU
TOBA 32 IIOBEPUTEIIHA, KOTaTO Ta3u MH(OPMALIUS € 4acT OT 3aKJIIOUEHUATA U
pesysratuTe oT Hay4Ha faeiiHocT Ha EOBX, konuTo ca cBbp3aHy ¢ OYaKBaHM MOCIIECIULT
BBPXY 3APaBETO HAa YOBEKA, 3/[paBETO HA )KMBOTHUTE WJIN OKoJHaTa cpena. 1o chimus
HauwH B wieH 118 ot Pernament (EO) Ne 1907/2006 na EBponeiickus napiaMeHT U Ha
Cueera® ce mpensmkaa Bb3amMokaoctra ECHA na onosecTsiBa mmoBeputenna uH(GopMaIs,
MIPEIOCTaBEeHA M CHITIACHO TOCOYEHHUS PETJIaMEHT, KOraTo € He00X0IMMO CIIELTHO
JIeiCTBUE 3a 3alllUTa Ha 3/IpaBeTO Ha YOBEKa, 0€30MMacCHOCTTa UM OKOJIHATA Cpesia, KaTo B

aBapuitHU CUTYaIUH.

Pernament (EO) Ne 178/2002 na EBponeiickus napiameHnT u Ha CbBeTa OT

28 stmyapu 2002 r. 3a ycTaHOBSIBaHE Ha OOLIUTE IPUHIIUIN U U3UCKBAHHS Ha
3aKOHOJATEJICTBOTO B 00JIaCTTa HA XpaHHUTE, 3a Ch3/1aBaHe Ha EBpomneiicku oprau 3a
0€30IaCHOCT Ha XPaHUTE U 3a OIpeJIeIsIHE Ha MPOLelypH OTHOCHO 6€30MacHOCTTa Ha
xpaaute (OB L 31, 1.2.2002 r., ctp. 1, ELIL: http://data.europa.eu/eli/reg/2002/178/0j).
Pernament (EO) Ne 1907/2006 na EBponeiickus napiaameHT u Ha CbBeTa OT

18 nexemBpu 2006 . OTHOCHO PETUCTPAIUATA, OLICHKATA, PA3pEIIaBAaHETO U
orpannyaBaneto Ha xuMmukaian (REACH), 3a ce3naBane Ha EBporieiicka areHus mno
XUMHKaIH, 32 u3MeHenue Ha {upextuBa 1999/45/EO u 3a otmsina Ha Pernament
(EMO) Ne 793/93 na CnBeta u Permament (EO) Ne 1488/94 na Komucusita, kKakTo 1 Ha
HupextuBa 76/769/ENO na Coeeta u nupexktusu 91/155/EMO, 93/67/ENO, 93/105/EO
1 2000/21/EO na Komucusra (OB L 396, 30.12.2006 r., c1p. 1,

ELI: http://data.europa.eu/eli/reg/2006/1907/0j).
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(18) [Tpu 0O6paboTkaTa WK pa3KpUBAHETO HA JIMYHU JIaHHU, ChIBPIKAIIK Ce B 00IIaTa
mwardopma 3a nanHu, areHiuuTe 1 Komucusita cineiBa a cna3sat PernameHt

(EC) 2018/1725 na EBponeiickus napnamenT u Ha ChpeTa’

, @ KOMIIETEHTHUTE OpTaHH Ha
TbpKaBUTE WiCHKH cieaBa Aa crma3Bar Pernament (EC) 2016/679 na EBponerickus

napyamenT 1 Ha Coeetal®,

(19) Karo ce nma npeaBu, ye areHIUUTE 1ie ObJIAT 3aIBJKCHU 1a ChbXPaHsABAT HAYYHU JTAaHHH,
KOHMTO BKJIFOUBAT [TOBEPUTEIIHH U JINYHH JAHHU, € HEOOXOAMMO J1a Ce TapaHTHpa, Y€ TaKOBa
ChXpaHEHHE Ce N3BBPIIBA B ChOTBETCTBHE C BUCOKO PAaBHHUIIIE Ha CUTYPHOCT Ha

I/IH(bOpMaI_II/IOHHI/ITe CUCTCMHU U YC NOCTHIBT A0 INOBCPUTCIIHU JaHHU IMOJJICKH Ha OOUT.

Pernament (EC) 2018/1725 na EBpomnelickust napiameHT 1 Ha CbBeTa OT

23 oktomBpu 2018 r. OTHOCHO 3aIKTaTa Ha PU3MUECKUTE JIHMIIA BHB BPB3Ka C
00paboTBaHETO Ha JIMYHU JaHHU OT MHCTUTYLIMUTE, OPTaHUTE, CITY>KOUTE U areHIIMUTE Ha
Cb103a 1 OTHOCHO CBOOOJIHOTO JABIMKEHHE Ha TAaKKBa JIaHHU U 32 OTMsIHA Ha PermamenT
(EO) Ne 45/2001 u Pemenue Ne 1247/2002/EO (OB L 295, 21.11.2018 r., ctp. 39,

ELLI: http://data.europa.eu/eli/reg/2018/1725/0j).

Pernament (EC) 2016/679 na EBponeiickust napiaament u Ha CbBeta ot 27 anpun 2016 r.
OTHOCHO 3allUTaTa Ha (PU3NYECKUTE JINIa BbB Bpb3Ka ¢ 00pabOTBAHETO HA JIMYHU JaHHU U
OTHOCHO CBOOOJTHOTO JIBI)KEHME HA TaKWBa JaHHM | 3a oTMsHa Ha J{upexktuBa 95/46/EO
(O6m1 Pernament oTHOCHO 3amurata Ha qanaute) (OB L 119, 4.5.2016 1., cTp. 1,

ELI: http://data.europa.eu/eli/reg/2016/679/0j).

10

PE-CONS 24/1/25 REV 1 16
BG



(20) Maxkap ue ECHA cnenBa 1a ycTaHOBU M pa3padOTH TeXHUYECKUTE (PYHKIIMU Ha oO1ara
wiar¢opma 3a JaHHU Ha €TalH, HIKOH CHEeIMaIn3upaHy YCIyTrH cieBa 1a obaar
MIPE/IBUJICHU B HACTOSIINS perjaMeHT. B To31u KOHTEKCT B IOI'bJIHEHUE KbM
OCUTYPSIBAHETO Ha JOCTBII JI0 MPEAOCTaBEeHUTE OT areHIuuTe 1 KoMucusita cBbp3anu ¢
XMMUKAJIUTE JaHHU, 001IaTa miaTgopma 3a JaHHHU CIIe/IBa Aa MPEJOCTaBs TOCTHII J10
JaHHUTE U UHPOPMALUATA OTHOCHO XUMHUKAIUTE, TPEJOCTABCHN Ype3 HEMHUTE
crelraau3upalu yeiuyru. Te3u crenuanau3upaly yelIyTy ciesiBa a ObaaT BbBEICHU B
oOmiara miardopma 3a JaHHU U ce ChCTOST OT ChILlECTBYBaIlaTa HHGOpMaIMOHHA
mardopma 3a MOHUTOPUHT Ha Bh3eicTBUEeTO Ha xuMukanute (IPCHEM), xpanunuiie Ha
pedepeHTHH CTOHHOCTH, 6a3a JaHHU C YBEIOMIICHHS 3a U3CJeIBaHMs, Oa3a TaHHH C
nH(popMaIKg 3a perylaTopHu IpolecH, 6a3a JaHHU ¢ HHPOPMAITUS OTHOCHO MPUIOKUMU
MIpaBHU 33AbJDKCHUS, XPAaHWINILE Ha CTAHAAPTHU POPMATH U KOHTPOJIUPAHHU PEUHHIIH,
0a3a nanHu 3a HHQPOpPMAIK, CBbp3aHa C €KOJIOTUYHATA YCTOMYMBOCT, 0a3a JaHHU 32
XVUMHUKAJIUTE B U3ACIHS WIH IPOAYKTH, 0a3a TaHHM 33 AITEPHATHBY Ha BEILIECTBATA,
nopaxaiy 0e3MoKOHCTBO, KAKTO U MH(POPMAIIMOHHO Ta0JI0 ¢ OKa3aTeNld OTHOCHO

XUMHKAJIUTC.
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(21) Komucwusita crneasa 1a mpueMe IUTaH 3a U3ITBIHEHHE, B KOUTO ce YyCTaHOBSBAT HAOOpH OT
JaHHU OTHOCHO XMMHUKAJIMTE, KOUTO TPpAOBa 1a ObAaT JOCTHITHM upe3 oliara miatdopma
3a JaHHM, U TpaduK 3a TAXHOTO BbBEXKIAHE, KAaTO Ce MoTy4yaBa HHPOpPMAIUI OT
noarotrsurenHara padbora Ha Komucusita u arennuure. Komucusra cienpa 1a cb3naie
crcTeMa 3a yIpaBJIeHHUE, C KOSTO J1a Ce MOJAbPKa U HacO4YBa (DYHKIIMOHUPAHETO U
pa3BuTHETO Ha o0IIara rmiardgopma 3a TaHHU, 00XBaIlalla OpraHu3ausaTa Ha paboTHUTE
CTpYKTypH U koopauHanusta mexxay ECHA u gocraBunnyte Ha JaHHU, HEOOXOAUMHUTE
npaBwia, GopMaTH ¥ PEUHUIIM 32 BbBEXKAAHE HA JaHHU, U Upe3 IUIaH 3a U3IIbIHEHHE Ja ce
rapaHTypa HaIpeabK M0 UACHTU(DHUIIMPAHETO U BHBEKIAHETO HA HOBU HA0OPH OT JJAHHU C
JAaHHW OTHOCHO XMIMHUKAJIUTE M YCIIYTH 3a o0mara rardopma 3a nanan. Komucusita
clie[iBa Jia MpHeMe U KOrato € HeoOX0AUMo, J1a aKTyaJu3rpa cucTeMaTa 3a yIpaBleHue
Cclie]] KOHCYJITallKs ¢ HOBOCH3JaICHUS YIIPABUTEICH KOMUTET Ha MaaTgopmara, ChCTaBeH
OT IpeAcTaBuTeNn Ha areHiunTe 1 Ha Komucusita. Komucusra cnenBa ga rapantupa, e
BCHYKH c(hepH Ha IEHHOCT B MPHUIIOKHOTO TOJIE HA HACTOSIIMS PErJaMeHT ce B3eMart IO/
BHHUMaHUE OT YIIPABUTEIHUSI KOMUTET. 3a J1a C€ OCUTYPST €THAKBH YCIOBUS 32
M3MBIHEHUETO Ha 3aIbDKEHUSTA 32 Ch3/IaBaHe Ha TUIaH 33 U3MBIHEHHUE U CHCTEMa 32

YIpaBJICHUEC, HA Komucusra cJcaBa ga 6"I)I[aT MpeaoCTaBCHU U3IMBIHUTCIIHU ITPABOMOIIM.

(22) [Ipu ynpaxHsIBaHETO HA U3IBJIHUTEIHUTE IPABOMOILMS U B CIIydanuTe, Korato PermaMeHT
(EC) Ne 182/2011 na Esponetickus napnament u Ha Cheeral! He ce npuiara, Kato yact ot
NoJIroTBUTENHATa cu pabora KomucusTa ciensa 1a B3eMe MpeiBU CTAHOBUIIIATA HA

ABPIKABUTEC YIICHKU.

1 Pernament (EC) Ne 182/2011 na Esporneiickus napiameHT u Ha ChBeTa OT

16 peBpyapu 2011 r. 3a ycTaHOBsIBaHE Ha OOIIMTE MpaBHIa U MPUHLIUIIK OTHOCHO pea U
YCIIOBHUSATA 32 KOHTPOJI OT CTPaHa Ha AbP>KaBUTE WICHKH BbpPXY YIPaKHABAHETO HA
M3MBIHUTEITHUTE MpaBOMOIIHs oT cTpaHa Ha Komucusara (OB L 55, 28.2.2011 r., ctp. 13,
ELI: http://data.europa.eu/eli/reg/2011/182/0j).
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Oo6maTa matdopMa 3a JaHHH CJe/IBa J]a 00CITyKBa Bb3MOXKHO Hal-IIIMPOKA OOIIHOCT U Ja
MMa KamaiuTeT 3a 00padoTKa Ha HOBH cllyda Ha ynoTpeba, 3a BKIIOUYBaHE HAa HOBU
MTOJIXOJIAIIN HAOOPHU OT JAaHHHM C JAHHH OTHOCHO XMMHKAJIHMTE, 32 Pa3padOTBaHE HA HOBH

(GyHKIIUY U 3a pearupaHe Ha pa3pab0OTBaHETO HA MHCTPYMEHTH U MPUIIOKECHHUS.

C uen usaTa chbOTBETHA MH(MOPMAIIUS U JAHHA OTHOCHO XMMHKAIHUTE Ja ¢€ OOSIMHSAT B
obmrara rmiardopma 3a nanau, Komucusra u areHIMUTE, CIeBa Ja IeWCTBAT KaTo
JIOCTABYMIIM HA TaHHU U Ja npenoctaBatT Ha ECHA BcHYkyM OTHOCHMU JJaHHH, C KOUTO
pasmoJjarar Wiv ChbXpaHsBar, 3a 1a ObAaT BbBEACHHU B oOmaTa ruiatrgopma 3a TaHHH.
Korato arenuuunre, Bkmountenno camata ECHA, npegoctaBsaT cBouTe COOCTBEHH JIaHHH,
T€ CJIe/IBA JIa MPEJOCTABSAT HEOOXOAUMHUTE CTAHAAPTHU METaJaHHU, HHGOPMAIIHS 32
KOHTEKCTa ¥ ChOTBETHO KapTorpadupaHe Ha CTpyKTypaTa Ha obmaTa miatdopMma 3a JaHHU
Y Jla CTIa3Bar MpaBHUiIaTa 3a CTaHIApPTHU (OPMATH U KOHTPOJIMPAHU PEUYHMIIA, KOTATO
TakuBa ca Hanuie. KoHTpOoIbT Ha KAYeCTBOTO HAa JAHHUTE M MPOBEPKUTE 3a MMBbJIHOTATa Ha
MoJaBaHUTE JaHHU CJIEJIBA JIa C€ U3BBPIIBAT OT MbPBOM3TOYHUKA B CbOTBETCTBHE C aKTa

Ha CpI03a Ha Ipousxon, CbrjiiaCHO KOHUTO JaHHHUTC Ca IIOAAACHU WJIKM I'CHCPHUPAHU.
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3a ;a ce rapaHTupa, 4e upe3 odmrara miargopma 3a TaHHU € HaJTu4Ha aJieKkBaTHa 0aza oT
3HAHUA 32 XUMHUKanuTe, KoMucusaTa cieiBa ja MOXe J1a TIOMCKa OT areHIIUUTE J1a OCUTYPSIT
YCITyTH 32 XOCTHUHT, J1a TIOJIbPXKAT U J1a TIPEJOCTAaBAT Ha 0OIIECTBEHOCTTA upe3 olmiara
rtat¢opma 3a JaHHU OCBEH JIAaHHUTE, KOMTO BEUe Ce MPeIaBaT Ha areHIMUTE KaTo 4acT OT
3aIBIDKEHUSITA ChIVIACHO M30poeHUTE B ipuiiokeHue [ mpaBHU akToBe Ha ChI03a MITN
JPYTH 33IbJDKEHUS, TIPEBUICHH B HACTOSIIUS PETJIAMEHT, M JAHHU OTHOCHO XUMHUKAJIUTE,
TCHEepPHUPaHH KAaTO YacT OT MPOTrPaMH HIIU M3CIIEOBATEIICKHU ICHHOCTH Ha PaBHUIIIETO HA
Cp1o3a, Ha HAIIMOHAITHO WJIM MEKAYHapoIHO paBHHIIE. KomucusTa cienBa jga oTrpaBst
TaKWBa UCKAHUS KbM arcHIIMUTE B CHOTBETCTBUE C TEXHUTE MMPABOMOIIIVS H Bb3JIOXKCHU
3amaun. [IbpKaBUTE WICHKHU WU IPYTH CTPAHU, BKIFOYHTEITHO HAITMOHATHY arcHITUH,
HAYYHOU3CJICIOBATEIICKA UHCTUTYTH M OPTaHU3alluHU OT TPETHU JbPIKaBH, CIIe/Ba Jla MOTaT
Jla IPEIOCTaBAT JaHHH OTHOCHO XUMHKAIIUTE HA areHIMUTe Wik Ha KoMmucusTa, kato
M3IOI3BAT MOIXOSIINS CTaHAapTeH popmar, Koraro uMa TakbB. B TakuBa ciyyan
areHnuurte win KoMmucusra, B 3aBUCHMOCT OT CIIydasi, CJIe/IBa J1a pemar Jajiu J1a

IpeaAOCTABAT YCIYTH 3a XOCTUHT U A MMOAABPIKAT JaHHUTEC.

Hsikoun BU10BE JaHHU MOHACTOSIIIEM HE MONAAAT B IPAaBOMOILUATA HA HUTO €JHA OT
areHuuuTe. 3a /1a ce OCUTYPST SICHOTAa OTHOCHO OTTOBOPHOCTUTE HA areHIIMUTE U
e(eKTUBHO YIIpaBJICHUE Ha JAaHHUTE OTHOCHO XMMUKAJIUTE, OT areHIMUTE CJIe/IBa Ja Ce
H3UCKBaA aa MpeaoCTaBAT YCJIYTI'M 3a XOCTHHT U Aa MOAABPKAT CHCHI/I(i)I/I‘-IHI/I BHUJ0OBEC JaHHU,
KaKTO M Jla IPeI0CTaBAT T€31 BUAOBE IJaHHH Ha o01aTa rartdopma 3a JaHHU. 3a Ta3H Lel
EAOC cnenBa na ocurypsiBa yciayru 3a XOCTHHT BbB BPb3Ka C JaHHU OTHOCHO Ka4€CTBOTO
Ha Bb3J1yXa B CTPAAUTC U JaHHHU OT MOHHUTOPHHI'A HAa OKOJIHaTa Cp€aa, KakKTO U JaHHHU
OTHOCHO KOHICHTPALUHUTEC HA XUMHUKAJIN B YOBCIIKH CKCTpaALCITyJIapCH MaTPUKC,
HarnpuMmep KpbB WIK ypUHA (HApUUaHH M10-HATAThK ,,JJAHHU OT OMOMOHUTOPUHT Ha
HaCeJICHUEeTO ), KaKTO U Jia MPeloCcTaBs Te3U JaHHU Ha o0maTa rardopma 3a JaHHHU, a
ECHA cnenBa na ocurypsiBa yciayr 3a XOCTHHT U J1a ObJie TOCTaBUMK HA JaHHU 3a o01ara
nnaT(bopMa 3a JaHHU BBB BPbH3Ka C JaHHHW OT MOHUTOPHHTA Ha pa6OTHOTO MIACTO,

BKIIFOUHUTCIHO JAHHHU OT 6I/IOMOHI/ITOpI/IHF Ha HAaCCJIICHUCTO Ha pa6OTHOTO MsCTO.
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3a 1a ce mogoOpH M3MOI3BAHETO HA aKaIEMUYHU JIaHHU U J1a ce pa3IIupH Oa3ara oT
3HaHUS 32 OI[CHKUTE Ha 0€30MacHOCTTa HA XUMHUKAIIUTE U 32 BH3ACHCTBUETO HA
XUMHKAJIUTE BbPXY YCTOWYMBOCTTA HA OKOJIHATA CPElla, U3CIE0BATEINTE WU
U3CJEeI0BATEICKUTE KOHCOPLUYMH, (PrHAHCUpAHU 10 JIMHUS HAa pAMKOBUTE IIPOrpaMy Ha
Cpro3a uim, KoraTo € IpusoKMMo, HallMOHAJTHUTE IIPOrPaMH, CJIEJBA J1a IPEOCTABIT B
CBOTBETCTBUE C IIPUHIIMIA ,,0TKPUTH — JOKOJIKOTO € Bb3MOKHO, 3aKPUTH — JIOKOJIKOTO €
HE00X0AUMO®, BCHUKH JaHHU OT OMOMOHUTOPHUHI Ha HACEJICHUETO, KOUTO ChOMpAT WK
TEHEpUPAT B PE3yITAT Ha IPOrPaMU 3a HAyYHU M3CleBaHus U pa3Butue, Ha EAOC, u
clie/iBa J1a IPEeA0CTaBiAT BCUUKU JaHHU, CBBbP3aHU C €KOJIOTHYHATa YCTOMYMBOCT HA
XUMUKAJIHU WM MaTepualid, KOUTo cbOupar wiu renepupar, Ha ECHA. Tlo oTHomeHue Ha
JAHHUTE OT OMOMOHUTOPHUHI HAa HACEJICHUETO, MpeAcTaBIsIBaly Ju4Hu faHHu, EAOC
YTOYHSIBA KaKbB BU/J| IaHHHU M CE NIPENOCTABAT, TOECT JAJIA T€ CA AHOHUMHU3UPAHH,

NCCBAOHMMMU3WPAHHU WK Ppa3lIO3HABACMH JIMUYHHU JaHHU.

B xadecTBOTO cH Ha areHIus, OTTOBOPHA 3a IAHHUTE OT MOHUTOPUHTA U HH(POpMALIHITA
OTHOCHO XMMHKaNUTe B okoiHaTa cpena, EAOC cbiio TpsiOBa 1a oTroBaps 3a ChOMpaHEeTo
Ha JIaHHU OT OMOMOHUTOPHUHT Ha HaceleHueTo. T4 cienBa na mpeaocTaBs yClIyru 3a
XOCTHHT U J]a MOJIbpPrKa TE3U JJaHHU OT OMOMOHUTOPUHT Ha HACEJIICHUETO C U3KITIOYCHUE
Ha JIaHHU OT OMOMOHUTOPHHT Ha HACEJIEHUETO Ha pabOTHOTO MSICTO, 32 KOMTO CJIE/[BA /1a

ce MpeAO0CTaBAT YCIAYry 3a XOCTUHT U KOUTO clieBa J1a ce noaabspxkar or ECHA.

PE-CONS 24/1/25 REV 1 21

BG



(29)

(30)

Arenuuunte nu Komucusita cneqsa na Morar aa o0paboTBaT JaHHH OT OHOMOHUTOPHHT Ha
HACEJICHUETO, PEACTABISBAILY JINYHU JaHHU. Thil KATO JAHHUTE OT OMOMOHUTOPUHT Ha
HACEeJIEHUETO, IPE/ICTABIISBAIIM JINYHU IaHHH, ca CIICIAIHA KaTeropus JIMYHH JaHHH, a
MMEHHO 3/IpaBHHM JaHHHM, areHiunTe 1 Komucusra ciensa qa o0paboTBar Te3u JaHHH CaMo
Korato o0paboTBaHETO € HEOOXOAUMO 10 IPUYUHH OT BaXKECH OOIIECTBEH HHTEPEC, KAKTO €
nmocodeHo B wieH 10, maparpad 2, 6yksa k) ot Pernmament (EC) 2018/1725, u 3a Hay4HH
M3CIIeIBaHMS, KaKTO € mocoyeHo B wieH 10, maparpa¢ 2, OykBa if) OT ChIIUS pETIaMeHT.

B HacTosmus perimaMenT ciiesiBa 1a ce ONpPeAesiT ClIydanTe, TPy KOUTO € HaJHIE TaKbB
Ba)KECH OOIIECTBEH MHTEPEC KbM 00pabOTBaHETO HA JAHHU OT OMOMOHUTOPUHT Ha

HACCJICHUCTO, NPCACTAaBIABAIIN JIUIYHA JaHHHA.

JlaHHM OT OMOMOHHUTOPHHT Ha HACEJIICHHETO, ChOpaHU MPEAH BIM3aHETO B CHJIa HA
HACTOSIIUS PETJIaMEHT, CJIE/IBA Jla C€ BKJIFOYAT B o0miaTa mardopma 3a JaHHHU, 3a J1a Ce
OCHUTYPSIT ITBJIHOTATa M MPAKTUYECKOTO 3HAYCHHE Ha HA0OPUTE OT JAHHH OT
OMOMOHHWTOPHHT Ha HACEJICHUETO 3a ISJIUTE Ha HACTOSIIUS peryiaMeHT. [lopaau ToBa
areriuuTe 1 Komucusra cienpa 1a Morat J1a 00paboTBaT BCUYKH IMOJOOHU JJaHHU,

C’L6paHI/I Ipcan BJIM3aHCTO B CUJIa HA HACTOAIIUSA PCTJIaMCHT.
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Arenuuute 1 Komucusira ciensa Morat 1a o0paboTBaT JaHHH OT OMOMOHUTOPHHT Ha
HAaCEeJICHUETO, MPECTaBISABAIIY JIUYHH JIAaHHHU, 32 JIa OIICHSBAT Bb3CHCTBUETO HA
XUMHUKQJIUTE BHPXY 3/IpaBETO Ha YOBEKA M BBPXY OKOJIHATA CpeJia, Ja MPOCeasiBaT
BPEMEBUTE M MPOCTPAHCTBEHUTE TCHICHIINH MPU €KCTIO3UIUATA, a OICHSIBAT
HE0OXOIMMOCTTA OT PETyJIATOPHU JACUCTBUS U J1a JaBaT MPUOPUTET HA MTOTOOHU JCHCTBUS,
Jla HaOJIF01aBaT Bh3/ICHCTBUETO HA PETYIATOPHUTE IECHCTBUS M J1a TIOIIIOMAraT
M3TOTBSHETO HA MOJUTHKU U ChCTABSIHETO HA M 3aKOHOJIATEIICTBO, BKIIFOUUTEIHO KAaTO
MPOBEXKIAT HAYYHH M3CJICABAHUS 32 T€3U 1eNIM. B onmbIHEHWE, KaTo ce MMa MPEABU/T
TsaxHara mucHs 1 texaure neiinoctu, EAOC, ECHA, EOBX, EU-OSHA u Komucusra
cienBa Jia Morar ja o0paboTBaT 1aHHH OT OMOMOHUTOPUHT HA HACEJICHHUETO,
MPEACTABIISBAIIY JIMYHU JaHHH, 32 Ja pa3padoTBaT MOKA3aTelId 3a pUCKa 3a 3IPaBETO U
BB31eicTBUe Bhpxy Hero; ECHA, EOBX u EMA cnensa morat na o6paboTtBat nojo0Hu
JTAaHHU, 32 J]a U3BbPIIBAT MPEABUICHUTE B 3aKOHOAATEIICTBOTO OLICHKH HAa PHUCKA U Ja
MOAKPENST MPEABUACHOTO B 3aKOHOIATEICTBOTO yrpasieHue Ha pucka, a EAOC, ECHA,
EOBX u Komucusra cieasa ga Mmorat 1a 00paboTBaT MoI00HU JaHHU B KOHTEKCTA Ha
M3CJICIBAHMATA, MIPOBEKIAHU CHhITIACHO MEXaHM3Ma 3a TeHEPUPAHE HA JJaHHU, Ch31aJICH
ype3 Hactosmus pernmamenT. EAOC u EU-OSHA cnenBa cpiio na morar ga o0paboTBat
JTAHHU OT OMOMOHUTOPUHT Ha HACEJICHUETO, TIPEICTABIIABAIIM JIUYHU JaHHH, 32 Ja
MOAKPENST MPEABUICHATA B 3aKOHOAATEIICTBOTO OIICHKA HA PHCKA U TIPEIBUICHOTO B
3aKOHOJATENICTBOTO YIIpaBJIeHHE Ha pucka, a Komucusra ciensa ga Moxe 1a o0padboTBa
Te3W JaHHHU, 3a J]a U3BBHPIIBA MIPEIBUICHATA B 3aKOHOJATEIICTBOTO OLIEHKA Ha PHUCKa U
MPEABUICHOTO B 3aKOHOIATEJICTBOTO yIpaBiieHHe Ha pucka. [Ipu o6paboTBaneTo Ha
JaHHU OT OMOMOHUTOPHHT HA HACEJICHUETO, TIPEICTABIISIBAINY JIMYHHU JTAHHU, arHIIUUTE U
Komucusita cneasa 1a oOpbIIaT cienMaaTHO BHUMaHHE HA HEOOXOAUMOCTTA OT CIlia3BaHe

Ha uneH 13 ot Pernament (EC) 2018/1725.
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3a ;1a ce rapaHTHpa, Y€ ca HAJUIE MOAXOASAIIN rapaHIluy 32 OCUTYPsIBAHE HA 3alllUTaTa Ha
JAHHUTE OT OMOMOHUTOPHUHT HA HACETICHUETO, MPECTABIABAIIM JINYHU naHnHu, EAOC
cnena na npeaocrabs Ha ECHA caMo aHOHMMU3HpaHU JaHHU OT OHOMOHHTOPHUHT Ha
HaceJeHueTo ¢ el BbBexaanero uM B IPCHEM u B o6miara miiardopma 3a 1aHHH.
[Monacrosimem IPCHEM, xosiTo ce ynpasisBa ot Komucusita, 00euHsIBa TaHHA OTHOCHO
HAJIMYKUETO HA XUMUKAJIA B PA3JIMYHU CPEU, BKIKOUYMUTEIHO BOJIA, ITI0YBA, Bb3yX B
MTOMENICHUATA U U3BBH TAX, OMOTAa, XpaHU U Dypaku, XOpa U MPOAYKTHU. 3a J1a ce U3BJICKAT
MOJI3UTE OT BBBEKIAHETO HA PA3TMYHN MHPOPMAIIMOHHU CHCTEMH U Jla CE rapaHTHpa, 4e
JAHHUTE OTHOCHO HAJIMYMETO HA XMMUKAJIM Ca JOCTBITHU 3a U3I0J3BAaHE 3a€QHO C APYrUTe
nanHu oTHOocHO xumukanute, ECHA cneasa na moeme ot Komucusra paborara ¢
IPCHEM wu na BeBenne IPCHEM B o6miara miatdopma 3a JaHHH KaTo €IHa OT OCHOBHHTE

" CrieuaJIM3UpaHn YCIIyTI'u.

3a J1a ce MpeoTBpaTH MPEKbCBaHE Ha TEKYIllaTa eKCIuloaTaus U (pyHKIHOHUpaHe Ha
IPCHEM, ECHA cnenga na spBeae IPCHEM B o6mara ninatdopma 3a JaHHU 3a€THO C
nanaute, HanuyHu B [IPCHEM kbM MOMeHTa Ha BbBEXK1aHETO. B ChIIOTO Bpeme, 3a 11a ce
Jiazie Bb3MOXKHOCT 3a ONITUMAJIEH XOCTUHT U YIIPABICHUE HA JAHHUTE 32 HAJIMYUETO Ha
xumukanu, Komucusita cineipa cbiio Taka aa npexsbpiu Hanuuaute B IPCHEM nannu Ha
ECHA, EAOC unu EOBX ¢ 11en 1a ocurypsT yCIyTH 3a XOCTUHT U TIOCJIEIBAIIO
aKTyaJlu3UpaHe ChIJIACHO ChOTBETHUTE UM MpaBoMolus. 3a aa ce rapantupa, ue ECHA
noemMa ot Komucusra ynpasnenuero Ha IPCHEM u s BpBex1a B o011aTa miatgdopma 3a
JlaHHU, T0eMa IbPBOHAYATHUTE HAOOpH OT JaHHM U Ch3/1aBa aJICKBaTHH MTOTOIM OT JaHHHU,
e Heooxoaumo Ha ECHA na ce npenocTaBu 10CTaThYHO BpEME 3a U3BBPILIBAHE HA TE3U
JIEHCTBHSI, @ UMEHHO JI0 TPU TOAUHU OT J]aTaTa Ha BIM3aHE B CHJIA HA HACTOSIIHS

PErIIaMCHT.
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C 1en 1a ce HaChpyYaT M3MOI3BAHETO U XapMOHU3UPAHETO Ha pePepEeHTHUTE CTOMHOCTH
Cpell OLIEHUTENINTE HA PUCKA U JINLIATa, OTTOBOPHHU 32 YIIPABICHUETO Ha PUCKA CHIJIACHO
pa3IMyHUTE IpaBHU akTOBe Ha Cbhr03a, U J]a CE YJIECHAT CIa3BaHETO U MPUJIAraHETO Ha
perynatopuute pedepentHu croitHoctd, ECHA cnensa na cb3gaie u nmopabpxa
XpaHUJIUIIE Ha peepeHTHU CTOMHOCTH, KOUTO Ca YCTAHOBEHH WJIM IPUETH CHIIACHO
npaBHUTE akToBe Ha Chro3a, n36poenu B nmpunoxenus | u Il. Arennuure cnenBa na
npenoctaBsaT Ha ECHA pedepeHTHHUTE CTOMHOCTH, KOUTO ChbXPaHsABAT WIIH YCTAHOBSIBAT
KaTo 4yact ot cBouTe AeiiHocTU. OcBeH ToBa ECHA ciienBa peoBHO aa mperiexia
npaBHUTE akToBe Ha Chl03a 3a MPUETHUTE CHITIACHO TIX pedepenTHH ctorHocTH. C 1en aa
ce 0JaronpuATCTBa JIECHUAT JOCTBI HAa OOLIECTBEHOCTTA /10 AKTyaIHH peepeHTHU
crorinoct, ECHA cnenBa fa BbBe/ie XpaHWIHILETO HA peepeHTHH CTOMHOCTH B 00IaTa
watdopma 3a JaHHU KaTo CIeUaIu3upaHa yciayra U J1a BKIIOYH B TOBA XPAaHUIJIHIIE
BCHUYKH peEePEHTHU CTOMHOCTH, KOUTO € MOJTYYHJIa HITH U3BIISAKIIA, 3a€THO ChC
CbOTBETHUTE JlaHHU 3a KoHTekcTa. ECHA cnenBa na rapantupa, 4ye T€3u CTOMHOCTH U T€3U
JTaHHU 32 KOHTeKcTa ca mamnHHouetuMu. ECHA cnenBa 1a BKIIFOUM ChIIO Taka B
XPaHWJIHILETO Ha pepepeHTHH CTONHOCTH BCUUKH JIPYTH peepeHTHU CTOMHOCTH, KOSATO
CUMTA, Y€ ca OT 3HAYEHHE, U KOSITO ca FTEHEPUPAHU KaTo 4yacT oT nporpamu Ha Cpio3a,
HAIlMOHAJIHU MJIM MEXTyHAPOIHU MPOTrpaMH UM OT HAyYHOU3CIIEJOBATEICKU AEHHOCTH,
npenocrasenr Ha ECHA B ctannapten ¢gopmar, koraro TakbB Gopmar e HanuueH. [1o
OTHOIIICHHE Ha peepeHTHaTa CTOMHOCT 32 KaHIIEPOT€HHOTO JIEHCTBHE Ha JIa/IeH XUMHUKAJI,
3a KOWTO HE MOJKE J1a C€ OIIPEAEIN MaKCUMAJIHO PaBHHUILE HAa €KCIIO3ULINS, TIOJ KOETO HE Ce
OYaKBa BPEJHO BB3JICHCTBUE BbPXY 3[IPABETO HA YOBEKA, CJIE/BA Jla CE MIOCOYU U
CTaTHUCTUYECKUSAT PUCK OT Bb3HMKBAHE Ha PaK, CBbP3aH C Ta3u peepeHTHA CTOHHOCT, aKo

€ U3BCCTCH.
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3a ;1a ce MOBUIIH MPO3PAYHOCTTA, KAKTO U JIa CE aJie Bh3MOXKHOCT Ha OPTaHUTE Jia
pasrmosiarat ¢ IbJIHA IPEIBAPUTEIIHN 3HAHUS 32 BB3JI0KEHUTE OT CTOMAHCKUTE CYOCKTH
W3CIIeIBAHMS, HE3aBUCHMO JIAJIA TE3U M3CIICIBAHUS CE€ U3BBPIIBAT OT CAMHUTE CTONAHCKH
CYOCKTH WJIH Ca Bb3JIOKEHH Ha BHHITHH U3ITBJIHUTEIH, CTOMAHCKUTE CYOCKTH U
nabopaTopuuTe Clie/iBa Aa MoJaBaT yBeIoOMIICHHE 0 0a3ara J1aHHU C yBEJOMIICHHS 32
W3CcIleIBaHMs, Ch3afcHa u ynpasisiBaHa oT ECHA, 3a u3cnenBanusaTa Ha XUMUKaIH,
KOUTO BB3JIarar 3a MPUBEXKIAaHE B ChOTBETCTBUE C PETYJIATOPHUTE U3UCKBAHUS CHIIIACHO
npaBHUTE akToBe Ha Chro3a, m30poeHu B mpuioxenue I, gact 1. OtaenHo ot obmiara
mwiardopma 3a nanau ECHA crienBa 1a ch3aazie u ynpasisiBa 6a3a JaHHU C
yBeIOMJICHHSITA 3a M3cieaBanus. Ta3u 0a3a 1aHHHM ciiefiBa 1a Ob/ie M3MO0I3BaHa 3a
ChbXpaHsBaHE Ha CBbp3aHaTa C Te3M U3CIeIBaHMs HH(OPMAIIHS, KaTO Ta3u UH(OpMAIHSI
clie[IBa J1a ce pasriex/a Kato nosepurenHa. OpraHute U HAlIMOHAIHUTE MPaBOIpUIIaralii
OpTaH| cJe/Ba Ja UMat JOCTHII A0 06a3ara TaHHH, KaTO CHIIEBPEMEHHO CE OCUTYPSIBA
0€30macHOTO TpeAaBaHe Ha JAHHUTE, KOUTO TS ChIbpXKA. 3a Ja ce 1aie AOCTAaThYHO BpeMe
Ha CTOIAHCKUTE CYOEKTH 1 Ja00paTOPUUTE J1a TIOATOTBAT YBEIOMJICHHATA 32
M3CIICIBAHUATA, 33/ IbJDKEHIETO 32 YBEIOMSIBAHE 32 U3CIICABAHUS CJIC/BA JIa 3AII0YHE J1a CE

Inpujiara €¢aBa 22 MECCIla CJICA JaTaTa Ha BJIM3aHC B CHJIa HA HACTOAIINA PCriIaMCHT.

Cewriacno Pernament (EO) Ne 178/2002 cTonanckute cyOeKTH U 1abopaTOPUUTE ca
3aJIbJDKEHU J1a TI0J]aBaT yBeJJOMJICHHE 10 0a3aTa JaHHM C YBEJIOMIICHUS 32 M3CIIe/IBaHUS,
cb3/azieHa u ynpasisiBaHa o EOBX, 3a u3cneaBanusaTa, KOUTO Te Bb3jaraT B IOJKpena Ha
3asBJICHME WIN YBEJOMIIEHUE, BbB Bpb3Ka ¢ KOMTO B NpaBoTo Ha Chro3a ce ChIbpiKaT
pasnopenou, kouto nzncksaT oT EOBX na mpenocrtaBu pe3ynraTtu oT HayyHa JI€HHOCT.
CrnenoBaTenHo, 3a J1a ce n30erHe MPEeTOBAPBAHETO HA CTOIMMAHCKUTE CYOECKTH U
nabopaTopuuTe, OT TAX HE CJIe/IBa Ja c€ U3HMCKBa Jia 110/1aBaT YBEAOMIICHUE U 3a TE3U
u3cienBaHus 10 0a3aTa JaHHU C YBEJOMJICHUS 32 U3CJeIBaHU, Ch3/AaIeHa U YIPaBJsIBaHA

ot ECHA chriacHo HaCTOSIINS PETJIaMEHT.
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3a J1a ce OCUTYpHU CBITIaCYBAHOCT MEKIY TE€3U J1BA MEXAaHM3Ma 3a YBEIOMSBAHE 3a
n3cieABaHMsl, KaKTo U 3a Ja C€ TapaHTHpa CUTYPHOCT 3a CTOIIAaHCKUTE CYOEKTH, OT KOUTO
ce M3UCKBA Ja MoAaBaT yBEIOMJICHHS 3a U3CJIe/IBaHMUs, IPABUIIaTa OTHOCHO ITYOJIUYHOTO
ONOBECTSIBAHE HA YBEJAOMJICHHUS 3a U3CJIEABAHUSA CIIE€/IBa, KOTaTo € YMECTHO, 1a O3HA4aBar,
4e yBeIOMJICHHSATA CJIE/IBA Jla CTaBaT JOCTHIIHU Ype3 o0maTa miatdopma 3a JaHHA CaMo
CJIe]] KaTO ChOTBETHATA PErUCTpaLus, 3asBICHUE, YBEIOMIIEHUE WM IPYTO OIXOAII0
perynaropHo nocue 0bje moaaaeHa(o) 10 ChboTBeTHaTa MHCTUTYIHUS Ha Chbro3a WK
HallMOHAJIHA UHCTUTYLH. 3a /1a C€ ClIa3u MOBEPUTEITHOCTTA HA CbOTBETHUTE €JIEMEHTH Ha
YBEIOMJICHHATA 32 M3CIICABAHNUS, BbBEKAAHU B 001IaTa Iu1atopMma 3a JaHHH, KOTaTo
Komucusita wim Hskos ot arenuuunte npenocrasd Ha ECHA cboTBeTHaTa perucrparus,
3asBJICHUE, YBEIOMJICHUE WIH JIPYrO MOAXOIAIIO0 PETyJIaTOPHO JOCHE, TA CIeABa Aa
MOCOYH CHIIO KOU €IEMEHTH OT YBEJIOMIICHUETO 3a U3CleIBaHe TPsOBa Jla ce CUUTAT 3a
MOBEPUTEITHH, KOTAaTO TO € BKIIFOUEHO B o0maTa ruiargopma 3a nanau. Kato mosepurennu
CJIeJIBa /1a C€ II0COYBAT CaMO TE3H €JIEMEHTH, KOraTo ChLIUAT €JIEMEHT € IOCOYEH KaTo
MIOBEPUTEJIEH B CbOTBETHOTO 3as1BJICHUE, YBEAOMJICHUE WU APYTO OTHOCUMO PEryJIaTOPHO
J0cre B CbOTBETCTBUE C PA3NOPEIOUTE OTHOCHO TOBEPUTETHOCTTA CHIVIACHO aKTa Ha
Cplo3a Ha IpoU3X0/1. 32 Jja c€ yJIECHU CIa3BaHETO Ha U3MCKBAHETO 32 YBEOMSBAHE 3a
m3cnensane, ECHA u EOBX cnenBa ga cu chbTpyaHHYAT, 32 J1a TapaHTHAPAT OOI] MOIX0.T 32
yCTaHOBsIBaHE Ha MH(pOpMaIus, 3a KOSITO € OCTHIIMIO YBEJOMIIEHHUE, C 11eT J1a CE YJIECHU
MPOCIEAUMOCTTa Ha U3CJIEIBAaHUATA, 32 KOUTO € MOCTHIIUIIO YBEJOMIICHHE B TEXHUTE
ChOTBETHHU 0a3M JaHHU. 3a J1a ce N30eTrHe HECUTYPHOCTTA 3a CTOIIAHCKUTE CYOeKTH,
MIPOM3THUYAIIA OT CHIIECTBYBAHETO Ha JIBE 0a3u JaHHU C YBEIOMIICHHUS 3a U3CIICBAHUSI —
enaHarta, ynpasiasiBana oT ECHA, a apyrara or EOBX, ECHA cnenBa na onpeienu, B TCHO
cpTpynHudectBo ¢ EOBX u cnen KoHcynTanus cbc 3aMHTEPECOBAHUTE CTPAHU,
MPAaKTUYECKUTE MEXAHU3MU 32 YJIECHSIBAaHE HA U3MBJIHEHUETO Ha 33IbJKEHUETO 32
yBeOMSBaHE, BKIIIOUUTEIHO OJAPOOHOCTH OTHOCHO BUA U3CIIEABAHUS, 38 KOUTO CE€

HU3HUCKBa YBEAOMABAHC.
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Bbnpeku de 3a1bKEHUETO 32 YBEIOMSIBaHE 32 U3CJICBAHUS ChITIACHO HACTOSIUS
perJamMeHT ciesiBa J1a ce Ipujlara B KOHTEKCTa Ha BCUUKH IPaBHU akToBe Ha Cbhro3a
OTHOCHO XMMHKAJINUTE, U30poeHH B npuiioxkenue I, yact 1, paznuunure mporecH 3a
cbOrpaHe Ha ChOTBETHUTE JIaHHU U OLIEHKa Ha 0€30M1aCHOCTTa ChIVIACHO TE3U aKTOBE MOXKE
Jla ce pa3InyaBaT 3HAYMTEIHO 10 OTHOLLIEHUE Ha npoueaypara. OCHOBHATa 1€l Ha
Ch3/1aJIcHaTa ChITIACHO HACTOSIIMS PETIaMeHT 0a3a IaHHU C YBEJJOMJICHHUS 32 U3CIICABAHUS
cienBa 1a 0bje o0equHsIBaHe Ha HH(POpPMALHMITa OTHOCHO BB3JIO)KEHUTE OT CTOIAHCKH
CyOeKTH U3CIIeIBaHMsI 38 XUMHUKAJIH, KaTo 10 TO3U HAYUH Ce OCUTYPU B3MOXKHOCT 32
LEHTpAIU3UpPaH U MbJICH Mperjie]] Ha U3CJIeABaHUATa, U3BbPIIBAHU B MOJIKpEIia Ha
3asiBJIEHUE, YBEJJOMJICHUE WJIN PETYJIATOPHO JOCHE, IPEAHA3HAUYEHO 32 YBEIOMSIBAHE WU
MoJaBaHe J0 OpraH, KAKTO U Ha BCUUKH U3CJIEe/IBaHUSI HA XUMUKAJIU, IPOYyYBaHU
CaMOCTOSITEITHO UJTH B MPOJYKTH, KOUTO CTONAHCKUTE CYOEKTH Cca BB3JIOKUIU B PAMKHUTE
Ha OLIEHKa Ha pHUcKa Uiiu 0€3011aCHOCTTA, 3a J1a CE OCUT'YPHU ChOTBETCTBUE CHIJIACHO
npaBHUTE akToBe Ha Chro3a, n30poeHu B npuioxenue I. [Ipensu Ta3u men u oTIuTaiKe
(akTa, ye mpolecuTe 3a OlleHKa ChIIacHO MpaBHUTE akTOBE Ha Chr03a OTHOCHO
XUMHKaIUTEe, N30poeHH B puiiokeHue [, Moxke fa ce pazianyaBar 3HaYUTENHO, Ou OUII0
M3BBH 00XBaTa U IEIUTE HA HACTOSIIUS PETJIAMEHT JIa C€ U3MEHSIT T€3U MPOLIECH,
OTIpe/ieNIEHH ChIVIACHO MpaBHUTE akToBe Ha Chi03a, N30poeHu B mpuiioxkenue I, upes
HaJjlaraHe Ha JOMBJIHUTEITHU YCIIOBHUSA 3a T€3U MPOIIECH, BOJEIIH 10 TOTCHIIMAIHI
MOCJIEIUIIM 32 IOCThIIA A0 Ma3apa, KOUTO HE ca MPEABUCHU B T€3U MPABHU AKTOBE Ha
Crro3a. CrieoBaTenHo He € 11eTIeChO0pa3HO B HACTOAIIUS PETJIAMEHT Ja ce MPEIBUKAAT
MOCJIEANIIN, CBbP3aHU C HECIIa3BaHE Ha 3abJDKEHHETO 32 YBEIOMSIBAHE 3a U3CIIE/IBaHUS,
KaTo Te3u, npeasuaeHu B wieH 326 ot Permament (EO) Ne 178/2002 3a HecniazBane Ha

3aABJILKCHUCTO 3a YBCAOMABAHC 34 U3CJIICABAHUSA CBITIACHO IMTOCOYUCHUSA PCTIIAMCHT.
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HezaBucumo ot TOBa, 3a 1a ce rapaHTUPA CIIA3BAHETO HA 3aIbJDKEHUETO 32 YBEIOMSIBAHE
3a U3CJIC/IBaHMS CHIVIACHO HACTOSIINS PErJIAMEHT U 3a Jla ce OTpassT cruenupuKuTe Ha
OTJEJTHUTE IIPOLIECH Ha OLIEHKA, aKO MMa TAaKMBa, IbPXKABUTE YJICHKH CJe/[Ba 1a yCTAaHOBAT
IIpaBUjIa OTHOCHO CAHKLIMUTE, IPUIOKHUMHU IIPU HApYIIaBaHE HA TOBA 3abJDKCHUE, U A
npeanpruemMar BCHYKH He0OX0AMMHU MEPKH, 3a J]a C€ TapaHTHpa CIa3BaHETO HA Te3U
npaBuia. Te3n caHKIuM cienBa 1a ObaaT epeKTUBHH, TPOMOPLUOHATHN U Bb3IHUPAILH,
ThI KaTO HECIIa3BaHETO HA HACTOSILUSA PErJIaMEHT MOXKE J1a JI0BEJIe 10 [10-MaJIKO
Ha/IeXK/IHU OLIEHKU Ha PUCKA, IOPOJIEH OT XUMHUKAIIH, KaTO CE Ch3AaBAT OTCHIIMAIHU
PHUCKOBE U CIIeIOBATEIHO HEOIArONpUATHO Bh3/ICHCTBUE BHPXY 3/IPaBETO HA YOBEKA U

OKOJIHaTa cpcaa.

C uen fa ce ylecHU IpuUjlaraHeTo OT CTpaHa Ha AbpPKABUTE YICHKH, areHIIUHUTE,
OTTOBOPHM 32 OIIEHKATa U MPEAOCTaBIHETO HAa HAYYHH PE3YJITATH, BKIIOUUTEITHO HAYYHU
CTAaHOBUIIA, OTHOCHO PEryJaTOPHU JJOCUETA, ChBPKAIIN U3CIIEIBAHUS, KOUTO MOJIEkKAT
Ha yBegomsBane 1o ECHA, crnenBa, Korato € yMeCTHO, /1a CU ChTPYJHUYAT U 1a OOMEHST
nH(popMaIus ¢ MpaBONPHIIAraliuTe OPraHu Ha Ibp)KaBaTa 4ieHKa, 3a J1a UM ChIeHCTBAT

IIpH ITPOBCPKATA HA CIIa3BAHCTO HA 3aABbJDKCHHATA, ITPCABUICHN B HACTOAIIUA PCIIIaMCHT.

Brorpeku ue cpriaacuo Pernament (EO) Ne 178/2002 cnen yBenomsiBaneto Ha EOBX 3a
M3CIJIeBAHMS, BBH3JIOKEHH 3a LIEINTE Ha ITOJHOBSABAHETO HA Pa3pelleHne Win oo0peHue,
Ce U3UCKBA U KOHCYJITAllUs ChC 3aMHTEPECOBAHUTE CTPAHU M OOIIECTBEHOCTTA, 110I00HO
M3HCKBAHE ChIIACHO HACTOSIIUS PEriaMeHT OM HaJIOKUIIO HEMTPONOPIIMOHATTHA
anMuHHUCTpaTUBHA TexkecT Bbpxy ECHA mpensua mmpokust 00XBaT Ha M3CIIEIBaHUATA, 32

KOHUTO Tp$I6Ba Aa MOCTHhIIBAT YBCAOMIICHUA CHITIACHO HACTOAIIHNA PCTIIaAMCHT.
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ChriaacHo MexaHHM3Ma 3a TI0J[aBaHe Ha YBEIOMJICHHS 3a U3CJIeIBaHUs, YCTAHOBEH C
Permament (EO) Ne 1907/2006, koraTo OT pEeTUCTPAHTUTE CE U3UCKBA Ja MPOBEIAT
u3cie/IBaHus, 3a Ja FeHepUpaT JaHHU B CbOTBETCTBUE C U3UCKBAHUATA B puiiokeHus 1X
1 X KbM IIOCOUYEHHMSI pETJIaMeHT, T TpsiOBa IbPBO Ja 101AAAT IPEAJIOKEHHUE 3a U3IUTBAHE
no ECHA. Cnen toBa ECHA u3gaBa penieHue, KOETO U3UCKBa OT TSX Ja U3BbpLIAT
usciensane. Tasu pemeHust Moxke 1a ObaaT U3Ja/IeHH U KaTo Pe3ysTaT OT MPOBEpKa 3a
ChOTBETCTBUE UJIM OLIEHKA Ha BELIECTBOTO ChIVIACHO NocoueHus periaameHT. C uen 1a ce
MOBMIIAT IPO3PAYHOCTTA U MPOCIEIUMOCTTA U /1a C€ YJIECHU €()EeKTUBHUAT MOHUTOPUHT
Ha U3CJEIBAHUATA, BB3JI0KEHHU WU IPOBEACHU chriacHo pemenue Ha ECHA B
cboTBeTcTBHUE ¢ WieHoBe 40, 41 wiu 46 ot Pernmament (EO) Ne 1907/2006, cTonanckure
CyOeKTH cile[[Ba J1a YTOUHSAT B CBOMTE YBEJAOMJICHUS 3@ U3CIIE/IBAHUS ChIVIACHO HACTOSIIIUS
periaMeHT, 4e Te3U U3CIIeABAHUS Ce Bb3JaraT Uil U3BbPILBAT B ChOTBETCTBHE C

IMOCOYCHHUTC PCIICHUA.
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(43) 3a 1a ce mogoOpAT KOOPAMHALMATA U ChbTPYAHUYECTBOTO MEKAY Pa3IMUHUTE OPTaHH,
M3BBPILIBAIIN OLIEHKY Ha XMMUYHH BeriecTBa B Chr03a, U 32 J1a Ce HaChpPUU MOBUIIABAHETO
Ha MPO3pavyHOCTTa HA OLIEHKUTE Ha XUMU4HuTe BeulectBa, ECHA ciensa na cp3nane u
ynpasisBa 6a3a JaHHU ¢ MH(GOpMaIUs 3a peryJaTOpHU IPOLECH MU IeHHOCTH, KOUTO ca
TUTAHUPAHU, TEKYIY WU 3aBBPIICHHU OT IbPKABUTE YWICHKH, HAIIMOHATHUTE arcHIINH,
Komucusita u ECHA, EAOC, EOBX u EU-OSHA u komuTeTHTEe, IOCOUYEHU B MPABHUTE
akToBe Ha Cblo3a, n30poeHu B npuioxenue Il kbM HacTOSAIIMS periaaMeHT, U 1a BbBee
Ta3u 6a3a JaHHU B o01aTa rargopma 3a JaHHH, 3a J1a ObJe JOCThIIHA 3a OpraHuTe.
WNudopmanusara OTHOCHO TaKUBa PETyIaTOPHU MPOIIECH WM ASHHOCTH CJIe/[Ba J1a BKIIOYBA
Hall-MaJIKOTO MACHTUYHOCTTA Ha XMMHUKaJIa U UISHTH(PHUKALUATA, CTATyCa U pe3yTaTra OT
peryiaaTopHus Ipolec Win AeHHOCT, aKo UMa TakbB. Ta3u uH(opMaIus chillo cieiBa aa
ObJe npenocraBeHa 6e3 3a0aBsHE U Jja ce akTyallu3upa upe3 mpoleca Ha oreHka. Cien
o(umanHOTO HaYaIO Ha MpoLeca WIH JEHHOCTTA Ta3u WHPOPMALUs CIIeABA CHIIO Ja

OBJIe crozieNieHa ¢ O0IECTBEHOCTTA Ype3 obImara miatdopma 3a JaHHH.
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I/I3HOH3BaHeTO Ha U3CJInA NJIN HpOI[yKTI/I, KOUTO C’bI['bp)KaT XUMHKAJIU, MOXKE Ja JOBCIC
JI0 €KCIO3ULIMS Ha Te3U XuMuKanu. Caeq0BaTelIHO € OT ChIIECTBEHO 3HAUCHHE /1A CE 3HAE
3a HAJIMYHMETO HAa XMMHKAJIM B U3JICIIHS WM MPOJIYKTH, 3a JIa ce pa3depe MOTCHIUATHHUAT
PHUCK, IPOU3TUYAIL OT U3IOJI3BAHETO HA TE3U M3JCIUS WIH MIPOIYKTH, Ja Ce HacoyaT
WHOBAIIMHUTE KbM 3aMsiHA B MIPHJIOKCHUSTA C HA-BUCOK PUCK, KAKTO H J]a CE MPEIOCTaBH
I/IH(l)OpMaI_[I/HI 3a TOBA JaJIK U 110 KAKbB HAYHUH TC3U U3ACIUS U HpOIIYKTI/I Mmorart aa 6’bZ[aT
perkirpanyu o6e3omacHo. [ToHacrosineM ce HaOI0aBaT MPOMYCKH B JAHHUTE 3a
HAJIMYMETO Ha OMACHU U JIPYT'H BPEIHU XUMHUKAIU B M3/CIIUATA U MPOJIYKTUTE HA ma3apa
Ha Cpro3a. 3a 1a ce MOBHUIIM BUANMOCTTA Ha HannunuTe nanHu, ECHA caenBa na cw3mane
U yrpaBiisiBa 0a3a JaHHH, ChbPrKallla JAHHU OTHOCHO XUMHKAJIUTE B U3 U
MPOAYKTH, KOUTO Ca TCHEPUPAHH WM TIPEACTaBEHH ChIJIACHO MpaBHH akToBe Ha Chio3a,
n30poeHHU B IpHJIOKeHUe V, U Ja s BbBe/ie B 00I1arTa miardopma 3a JaHHU KaTo

cHelnualIn3upaHa yciyra.

3a 1a moAKpens U HachpuaBa HAYYHOM3CIIEI0BATENICKATa U PAa3BOMHA IEUHOCT 110
OTHOIIIEHWE Ha AJITCPHATUBUTE HA BEIIECTBATA, MOPaXKIaI OS3ITOKOKWCTBO, KAaKTO U JIa C&
MOMYJsIpU3Hpa Bh3IPHEMaHeTo Ha oaooHu antepHatuBu, ECHA cneaBa na cb3nane u
yIpaBiIsiBa XpaHWIUILE C TaHHH 32 AJITEPHATUBU HA MMOTEHIIMAIHU BEIIECTBA, MOPAXK AN
0€3IOKONCTBO, /1a ChOUpa TaHHUTE, TTpeAocTaBsiHU 0T Komucusita, areHIMuTe, U CIopet
city4asi, KOMIIETEHTHUTE OpTraHy Ha JbP)KaBUTE YICHKH, U J1a BbBEXK/1a Ta3u 0a3a JaHHU B
obmrara miardopma 3a 1aHHu Kato crenuanna yeayra. ECHA crneasa cbiio Taka na
ylecHsiBa JOOPOBOJIHOTO MO/IaBaHe OT 3aMHTEPECOBAHUTE CTPAHU Ha HHQOpMAIIHS 32
QITepHATHUBH HA BEIIECTBAaTA, MOPAXKIAIIN OE3MOKOWCTBO, BKIIFOUUTEIIHO HH(OpMAITUs 3a

AITCPHATUBHU TEXHOJIOTHUH, WM 3a MAaTCPHUAJIM, KOUTO HEC N3UCKBAT TaKKMBA BEIICCTBA.
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(46) CrpuiecTByBalMAT MPOEKT 3a ynpasisaBanus oT ECHA ,,MHCTpyMeHT 3a TbpceHe 3a
3akoHozarencTBoTo Ha EC B 005acTTa Ha XMMHUKQJINTE™ yJIECHSIBA HAMUPAHETO U
YCTAHOBSIBAHETO HA MPaBHU 3a]IbJKEHUS, CBbP3aHH C U3I0JI3BAaHETO HA KOHKPETEH
XxUMHUKaJ. [IpoekThT € 0cOOEHO MoIe3eH 3a YCTAaHOBABAHETO HA IIPABHUTE 3a/IbJKCHUS Ha
MaJIKUTE U cpenuute npeanpustus. C 1en aa ce 3acuin QyHKIHATA Ha IPOEKTa 3a
MOJIIOMAarane Ha CTONMAHCKUTE CyOeKTH, TOH clie/iBa Aa ObJie MOCTOSTHEH U B 00XBaTa My
cienBa J1a ObJaT BKJIOYEHHU MTOBeYE MpaBHU akToBe HAa Chro3a. 3a ta3u nen ECHA crnensa
1a cpOupa nHGopMaLKs OTHOCHO NIPaBHUTE 3abJDKEHUSI, IPOM3THYAIIN OT IIPAaBHUTE
akToBe Ha Cbhl03a OTHOCHO XUMHUKAJINTE, N30POCHU B IPUIIOKEHUE | KbM HACTOSAIHSA
periaMeHT, U J1a BKJII0YX Ta3u uHpopMalys B odmiara miatgopma 3a JaHHU KaTo

Clicuajin3dpaHa ycjyra.
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(47) 3a ;a ce rapaHTUpa, 9e JaHHUTE OTHOCHO XMMHUKAJIUTE ca JIECHO OTKpUBAaeMHU B o0maTa
watgopma 3a JaHHU U Y€ BCHYKHA OTHOCUMH JJaHHH OTHOCHO ChOTBETHHS XUMHKAJT HITH
MaTepHall ca CBbP3aHU, BCEKM XMMMKAJ WM MaTepuall cie/Ba a ce UAESHTU(PHULIHpa upe3
YHUKAJICH TEXHUYECKH UACHTU(DHUKATOP, U KOraTo € Bb3MOKHO U € HAUINYHO — Upe3
XUMHAYHO 0003HAaYEeHHE, KOETO II0COYBA MOJIEKYIISIpHATA CTPYKTYPa, KaTO CE B3eMaT
IIpEIBU]T IPUIIOKUMUTE U3UCKBAHUS 3a IOBEPUTEIHOCT. 3a 1a C€ TapaHTHUpa, Y€ JAHHUTE
OTHOCHO XMMHMKAJIUTE Ca OIIEpPaTUBHO CbBMECTHUMHU U CPAaBHUMH, U J]a C€ YIECHU TEXHUST
aBTOMaTHYEH U €JIEKTPOHEH 00MeH, areHuuuTe 1 Komucusira cienBa 1a cbXxpaHsaBaT
JAHHUTE OTHOCHO XMMHKAJIUTE B OJAXOIAIIN, ChIJIACYBAHU U ONIEPATUBHO CbBMECTHUMHU
dbopmarty U 1a M3MOI3BAT CHIIIACYBAHH U ONIEPATUBHO CHBMECTUMH KOHTPOIUPAHU
peununy. B Hsakou ot uzbpoenute B npuioxkenue I mpasuu akroe Ha Cbro3a ce
OIIpeIeNIAT MPOLETYPH 32 YCTAHOBSBAHE WM MPEAOCTaBIHE Ha OOLIECTBEH J10CTHII J10
¢dbopmaTu Ha JaHHHU, TTO-CIIEHUAITHO 33 OJJaBaHe HA JAHHU OTHOCHO XMMHKAIUTE OT
CTOIAHCKU CyOEKTH WM JbpxKaBu 4ieHKU. Korato Takupa Mpoueaypu He ChIIECTBYBaT B
n3bpoenure B npuiioxkeHue | npaBuu akrose Ha Cbro3a, areHuuute 1 Komucusira ciensa
7ia OMpeAENAT, KOraTo € yMECTHO, HOAXOAA1IM (hopMaTH 3a JAHHUTE OTHOCHO XUMHUKAJIUTE,
KOUTO MOJIy4aBaT M ChbXPaHSABAT, KaTO M30ATBAT U3IOJI3BAHETO HA 3AIUTEHU C aBTOPCKU
IpaBa CTaHJapTH, U ChIIEBPEMEHHO M3I0JI3BaT, aKo € MMOAXO0A4110, (hopMaTuTe,
ycTaHOBeHU 0T OpraHu3anusara 3a MKOHOMMUYECKO ChTpyaHuuecTBO U pazsutue (OVICP)
WIH APYTH MEXYHAPOJHO JOrOBOPEHH (hOpMaTH, U3IMOI3BAT ChIUIECTBYBAIU (OPMATH U
OCHTypsIBaT OllepaTHBHA CbBMECTUMOCT ChC CHIIECTBYBAIIUTE MPOLIEAYPHU 3a
npenocTaBsiHe Ha JaHHU. Koraro onpenensaT nogo6Hu popMaTH U KOHTPOIUPAHU
peununy, arenuuute 1 Komucusira cieasa, KoraTo € 11e51echo0pa3Ho, Aa B3eMaT NpeaBua

Y49aCTHUECTO U IPUHOCA HAa ABPKABUTC YICHKU U 3aUHTCPECOBAHUTC CTPAHU.
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Arenuunte u KomucusTa ciensa na onpeaensT NOIXOASIIM KOHTPOJIUPAHU PEUHHULIU 3a
JaHHU, KOUTO MOJy4aBaT U ChXpaHIBaT, M KOraTo € yMECTHO, Jla T BbBeaT B copryep
win Gopmaru 3a nogasane. OCBEH TOBa, 3a Ja ce yJaecHU 0e3mMpoOIEeMHUST €JIeKTPOHEH
oOMeH Ha JTJaHHU upe3 olmiara rardopma 3a nanHu, arenuute 1 Komucusita cneasa na
ce cropa3yMesT 3a HeoOxoquMuTe GOopMaTH M KOHTPOIUPAHU PEUHUIIH 32 IPEJOCTaBsIHE
Ha JJaHHM Ha oOmara riatdopma 3a JaHHd. Beeku mbT, Koraro areniuure wim Komucusita
yCTaHOBABAT (pOpPMATU WM KOHTPOJIUPAHU PEUHUIIH, T€ CJIEBA 1a CU ChbTPYIHUYAT, 3a J1a
rapaHTUpAT TAXHATA ChIIIACYBAHOCT U ONEpaTHBHA ChBMECTUMOCT. 3a J]a C€ OCUTYPAT
€IHAKBU yCJIOBUS 32 M3YMCTBAHE HA pa3iInyus BbB (hopMaTUTE HA JAHHUTE U
KOHTpOJIMpaHuTe peuHuly, Ha Komucusra cnensa ga 0b4aT Npe10CTaBEHU U3ITbIHUTEIHU

IIpaBOMOIIIMA.

C 1en 1a ce HaChpUM ONEPATUBHATA CHBMECTUMOCT Ha CUCTEMUTE ¢ 0a3u JaHHU 3a
XUMHKaJIUTE U3BbH oO1aTa niaargopma 3a nanuu, ECHA cnensa na cb3fazie KaTto yacT OT
obmara miardopma 3a JJaHHH XPaHWIKIIE Ha CTaHAapPTHH (OPMATH U KOHTPOIUPAHH
peunuiy. Areniuute U1 Komucusra ciiefia ja mpeiocTaBsT Ch3IaJICHUTE OT TAX (opMaTu
Y KOHTPOJIMPAHU PEYHHIIM Ha XpaHwiuieTo, a ECHA cnenBa jga ru npenocrass
0€3IUTaTHO B €JIEKTPOHHU ()OPMATH 3a M3IOJI3BAHE OT pa3pabOTUHIIMTE HA CHCTEMU 3a 0a3u

TAHHU U OT OOIIECTBEHOCTTA.
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(50) MexnyHapoaHaTa yeqHaKkBeHa 0a3a nanHu 3a xumudecka nHpopmaius (IUCLID) e
coTyepHO mpUIIOKEHHUE, TPETHAZHAUCHO J]a 3aITUCBA, ChXPaHsIBa, OBk U OOMEHS
nanHu oTHOcHO xumukanute. ECHA paspabotBa u mogabpika copryepa 3a [IUCLID u
ocHoBHHS opmat B cbrpyaanuectBo ¢ OMCP. [UCLID npwiiara BCHYKH XapMOHU3UPaHU
ot OUCP 006pa3nm, KOUTO ca XapMOHU3HUPaHU (GOpMaTH, TOTOBOPEHHU HA PABHUIIETO HA
OUCP, c en na ce yaecHU CTPYKTYPUPAHOTO U MOCIEIOBATEIIHO JOKYMEHTUPAHE HA
pe3yATaTUTE OT U3MUTBAHUATA U CXOJIHUTE JaHHU OTHOCHO XMUMHKaIuTe. Tbil KaTo
JTAHHUTE OTHOCHO Xxumukainure ce npeaoctaBiat Ha ECHA B IUCLID cwriacHo npaBHA
axkrose Ha Crro3a kato Permament (EO) Ne 1907/2006 u pernamentu (EO) Ne 1107/2009'2
u (EC) Ne 528/2012'3 na Esponeiickus napnament u Ha Cheera, ECHA B3emMa akTHBHO
yudactue B HenpekbcHaToTO pazsutre Ha [UCLID u B IUCLID ce npunarar craniapTHUTE
¢dbopmatu, noroBopenu Ha paBuuiiero Ha OMCP, e moaxoasio u HeoOX0UMO TTPH
npenocrassiHeTo Ha ECHA Ha chabpkaiure ce B T€3U J0CHUETa JaHHU Ja C€ U3UCKBA OT
Komucusita n arenuunte na uznonssar [UCLID 3a chboTBETHUTE YacTH OT JOCHETATa

CbINIACHO OIIPCACIICHU IIPABHU aKTOBC HaA C’bI-O3a, I/136pOCHI/I B IIPUJIOKCHUC L

12 Pernament (EO) Ne 1107/2009 na Esponelickus nmapaament u Ha CbBeTa OT

21 oxromBpu 2009 r. OTHOCHO ITyCKAHETO Ha Ma3apa Ha IPOAYKTHU 33 PACTUTENIHA 3alllUTa U
3a otMmsiHa Ha aupektusu 79/117/EVO u 91/414/EMO na CwBeta (OB L 309, 24.11.2009 r.,
ctp. 1, ELL http://data.europa.eu/eli/reg/2009/1107/0j).

Pernament (EC) Ne 528/2012 na EBpomneiickus napnameHT u Ha CbBeta ot 22 Mmait 2012 1.
OTHOCHO IPeJIOCTaBAHETO Ha Ma3apa u ynotpedara Ha 6uonuau (OB L 167, 27.6.2012 .,
ctp. 1, ELIL: http://data.europa.eu/eli/reg/2012/528/0j).

13
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(1)

3a ;1a ce MOAKPENH U3MOI3BaHETO Ha IPEMUHAH PEICH3Us TyOIMKYyBaHH JaHHU OT
W3CIIC/IBAHMS B PETYJIATOPHUTE OLICHKM HA XUMHUKAJIUTE U U3IIBIHEHUETO HA 3abJKEHUETO
Jla C€ OTYUTAT BCUUKU HAJMYHU JIAHHM MPU NTO00HU o1leHKH, KoMucusaTa u areHIuuTe
clenBa Jla HachpyaBaT pa3pab0TBaHETO M M3IOJI3BAHETO HA MHCTPYMEHTHU U MTPAKTUKH,
yJIECHSIBAIIY TOBA U3IOJI3BAHE, BKIIFOYUTEITHO Pa3pad0OTBAHETO M M3IIOI3BAHETO HA
CTaHJapTHU 3a JIOKJIaJIBAHE 3a TAKMBA JJAHHU, KAKTO U UHCTPYMEHTH 32 ThPCEHE, CKPUHUHT
Y U3BJIMYAHE Ha ChOTBETHUTE MIPEMHUHAIM PEIICH3MS yOIMKYBaHH JIAaHHU OT M3CJICABAHUS.
Koraro Komucusita niam eiHa oT areHIIMKUTE y4acTBa B pa3pab0TBaHETO Ha MOJA00HHU
WHCTPYMEHTH M MPAKTUKHU, TE€ CJIE/IBA J]a CU CHTPYIHUYAT TSACHO U JIa IPEIOCTABAT ITOMOII]
1o 1enecboopasnoct. B nombinenne Komucusra cieiBa 1a npeneHy Jaiu 1a Cu
CBHTPYIHUYH C HAYYHU U aKaJIEMUYHU U3JATEIU U C OlepaTopHu Ha 0a3u JaHHU, B KOUTO €
BKJIFOUEHO ChIIbPKAHUE OT PELCH3MPaHU CIIMCaHUs, BbB Bpb3Ka C XapMOHU3UPAHOTO
JOKJIa/IBAaHE M M3II0JI3BAHETO HA MHCTPYMEHTH 3a ThPCEHE, CKPUHUHT M U3BIMYAHE HA
MIPEMUHAIU PELICH3Us MTyOJMKYBaHU TaHHHU OT U3CIIEBAHUS, KOUTO Ca OT 3HAYCHHE 3a
OIICHKATa Ha XMMHUKAJIUTE, OT 0a3M JJaHHU ChC ChIBPKAHUE OT PEIEH3UPAHU CITUCAaHUs. 3a
LeJIMTe Ha cBOsATa olleHKa KomucusiTa cienBa ga B3eMe npeasuj uzpbpiiaeHara or OUCP
paboTa 1Mo TeHepuUpaHeTo, JOKIIABAHETO U U3IOJI3BAHETO HA IPEMUHAIIN PEIICH3HSI

yOJIMKYBaHU JaHHU OT U3CJIEIBAHUSI 32 PETYJIaTOPHU OIIEHKH.
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(52)

3a 1a ce yBeNIMYM HAIMYHETO U Ja C€ YIECHHU U3I0JI3BaHETO Ha HH(OPMAIUs OTHOCHO
€KOJIOTMYHUTE XapaKTEPUCTUKN HA XUMUKAJIUTE MIPE3 LN UM )KM3HEH LIUKBJI U 32 J1a Ce
JaJie Bb3MOXKHOCT 32 ISUIOCTHA OLIEHKA Ha Bb3JICHCTBUETO HA XMMUKAIIUTE BBPXY
OKoJIHaTa cpena, Komucusra ciensa 1a yCTaHOBH ChOTBETHHUTE JaHHU U UH(POPMALIMS,
CBBpP3aHM C EKOJIOIMYHATa YCTOWYMBOCT HA XUMUKAJIUTE, BKIOYUTEIHO, KOTaTo € HAJIUILIE,
nHpOpMaNKA 3a TIXHOTO BB3/ICHCTBHE BbPXY U3MEHEHUETO Ha KIIMMATa, 3a a ObaaT
BBbBE/ICHU B o01aTa riardopma 3a Janau. Crneq katro Komucusta yctaHOBU CbOTBETHUTE
ChIIECTBYBAILM HAOOPH OT JaHHU OTHOCHO XMMHKAJIUTE, CBBP3aHU C €KOJIOTUYHATA
YCTOWYMBOCT, U IPOEKTHPA ChOTBETHUTE CBbp3aHU (PyHKIMH Ha 6a3ara nanuu, ECHA
clieiBa Jia ch3fazne 0aza JaHHU 3a CBBP3aHU C €KOJOIMYHATa yCTOWYMBOCT IaHHH, Ja
cbOupa 1aHHU, IpegocTaBsiHu oT Komucusra, areHuuTe, U Koraro € yMecTHO, OT
M3CJIEeI0BATENN U U3CIIEI0BATEICKU KOHCOPLIMYMHU, (PMHAHCUPAHU IO JIMHUS Ha PAMKOBHU
nporpaMu Ha Cb103a, KaKTO ¥ OT APYrd CTPaHH, aKO UMa TaKUBA, U J1a BbBEXKJ1a Ta3u 0a3a
JaHHY B 0o0maTa miatdopma 3a JaHHM KaTo CIIeIUaIM3UpaHa yciayra. 3a a ce rapaHTHpar
€/IHAaKBU yCJIOBUS 32 U3IBIHEHUETO Ha 3a/IbJKCHUATA 3@ YCTAHOBSIBAaHE HA CbOTBETHUTE
Habopu OT JaHHU OTHOCHO €KOJIOTMYHaTa ycTolunBocT, Ha Komucusita ciensa 1a Obaar

npeaoCTaBCHU U3IIBIHUTCIIHU ITPABOMOIIM.
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(53) C nen na ce HabMIOAaBa BB3ACHCTBUETO OT €KCIO3MIIMS Ha XMMUKAIIM BbPXY XOpara U
OKOJIHATA cpefia, BKIIOUYUTEIHO KIMMaTa, 1 3a J1a ce Ch3/aje 0a3a oT 3HaHUS 32 U3MEpPBaHE
Ha e()eKTUBHOCTTA HAa 3aKOHOJATEJIICTBOTO B 00JIACTTa HA XMMHUKAJIUTE IIPH 3aIUTaTa Ha
3paBeTo Ha YoBeka U Ha okoiHaTa cpena, EAOC u ECHA cienBa cbBMECTHO, B
cerpynuandectBo ¢ EOBX, EMA, EU-OSHA u Komucusita, na pa3pa0doTBar u peJJOBHO Ja
aKTyaJM3upaT, Hail-MaJIko Ha BCEKHU J[BE TOJIMHHU, PaMKa OT IMOKAa3aTeIu U J1a FO MPEJCTaBAT
oz ¢popmara Ha nHpopmarmonHo Tado. KoraTo e mienecbo0pa3Ho U JOKOJIKOTO €
BB3MOXKHO, PaMKaTa OT IOKa3aTes Il CJIe/IBA JIa BKIIFOYBA arperupaH TePUTOpUATICH
MOKa3ares 3a pUCcKa Ha TOIXOSIIN reorpad)CKu HUBA, 32 Ja ce HaOJI01aBaT BPEMEBHUTE U
MIPOCTPAHCTBEHUTE TCHACHIIMH MPU €KCIIO3UIUATA HA HACEJICHUETO Ha XUMUKAIIU U
PHCKOBETE 3a 37[paBeTo, CBbp3aHu ¢ nmoaooHa ekcnosunus. EObBX, EMA, EU-OSHA u
Komucusra ciensa penoHo na npenoctaBiat Ha EAOC BcHuky HATMYHU JaHHHU, KOUTO Ca
B 00XBaTa Ha TEXHUTE MIPABOMOIIHSA U Ca OT 3HAYCHHUE 32 YCTAHOBSIBAHETO Ha
nokasarenure. EAOC u ECHA cnenBa 1a BpBeaT ToBa MHGOPMAIMOHHO TabJIO ¢

II0Ka3aTcCJIn B o61uaTa nnaT(bopMa 3a JaHHU.
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(54)

C HacTrosIIMs perjiaMeHT Ce/Ba Ja ce€ Ch3/a/ie CUCTEMA 3a PaHHO IPEeAYyIPEexXICHNUE U 3a
JIEMCTBHE 32 YCTAHOBSBAaHE HA HOBOBBH3HUKBAIIUTE PUCKOBE, MIOPOJICHU OT XUMHKAJIH, U 32
Ch3/1aBaHE Ha yCJIOBUS 32 PEryJIaTOPHH MOCIEABAIIH CHCTBUS BbB BPb3Ka C MOJA00HU
pHUCKOBE. 3a J1a IPe0CTaBh Bb3MOYKHOCT 33 YCTaHOBSIBaHE U OLIEHKA Ha HOBOBB3HMKBAIIIU
puckoBe, nopoaenu ot xumukanu, EAOC cnenBa na pa3padotu u 06001mu napopmanms
OTHOCHO CUTHAJIUTE 32 PaHHO MPEAYNPExACHHE, Aa U3TOTBU TOAUIIEH 0000IIeH TOKIal U
Ja ro npeactaBu Ha opranute. B padorara cu EAOC TpsiOBa 1a BKIIIOUBA CBOM COOCTBEHH
W3TOYHHUIIM U TIEJIEBU ThPCEHUS B MYOJIMKAIIMK U CJIEBA J1a U3M0I3Ba HH(POPMAIUS OT
HAI[MOHAJHUTE CUCTEMHU 32 PAHHO NPEAYIPEXKACHHE, KAKTO U HA0OpU OT JaHHU OT
karasiora Ha EC Ha HabopuTe oT qanHu, n3rorBeH cbriacHo Permament (EC) 2025/327 na
Espomnelickus napnament u Ha Cheeral4. Ts cienBa CbIo Taka 1a BKIIOYM OTHOCHMA
uH(popMalIKs, KOSTO € pe3yiTar OT cBbp3aHaTa ¢ BbIipoca padora Ha ECHA, EOBX,
EU-OSHA, EMA u texnute Mpexu, kato 3aaadata Ha EObX na ycranoBsiBa u chOupa
uH(pOpManus 32 HOBOBb3HHUKBAIIM pucKoBe chritacHo Pernament (EO) Ne 178/2002.
EAOC cnensa na npegoctaBu 0000IICHNS TOKIA U CBBP3aHHUTE C HETO JIAHHU Ype3
oOmrara miargopma 3a J1aHHU, KaTO OCUTYpHU MyOIHUYeH AOCTHII 0 JAaHHUTE U AOKIaAa U
U3IOJI3BAHETO UM 32 TIO-HATAThIIHU JICUCTBHUSA MO0 OTHOLIECHHE Ha CHIECTBYBAIU U
HOBOBB3HHKBAIIN PUCKOBE, CBbP3aHU C XUMUKAIHU, TPYIU OT XUMHKAIINA U KyMyJaTUBHA
€KCIIO3UIUs Ha XMMUKaJK. 3a J1a ce najae nocrarbuHo Bpeme Ha EAOC na opranusupa
CHOMPAHETO HA CUTHAJIU 32 PAHHO MPEIYNPEKIeHUE U Ja 0000IIM U aHATU3Upa
nppBOoHavYanHata uHpopmanus, EAOC crenBa na npencTaBu MbpBUs JOKIIA] €/1Ba IIECT
Mecella cle/l Kpasi Ha MbpBaTa KaJeHJapHa ToJJuHa Clie/l BIM3aHETO B CHUJIa Ha HACTOSIIUS
pernameHT. Bb3 ocHOBa Ha pHCKOBETe U MPEayNPEAUTETHUTE CUTHAIIN, TTOCOYEHU B
JOKJIa[ia, OpraHUTe cleBa J1a OOMUCIST MPEeANPUEMaHeTO Ha PETryIaTOpHU AeHCTBHS,
JIEWCTBUSI B pAMKUTE Ha TOJIUTUKATA WIIH JIEHCTBUS 32 OCUTYpSBAaHE Ha MIPHJIAraHETO U
cleqBa Ja MpeaocTaBsAT 000CHOBKA, aKO pelIaT Ja He MpeArnpueMaT 1eHCTBUS.
HoBoBBb3HUKBaIINTE PUCKOBE, MOPOJICHNA OT XUMHUKAJIHM, YCTAHOBEHU B CHCTEMATa 3a paHHO
NpEeAYNpEXICHHUE U 3a IEUCTBUE, CHILO CIIE/IBA J1a CE€ CUUTAT 3a [IEHEH U3TOYHHUK Ha
uH(pOpMaIKs IPU OMPEENIIHETO Ha TPHUOPUTETUTE 3a CTPATETUUYECKOTO TUIAHUPaHe Ha
»XOpU30HT EBpona‘“ — pamkoBarta mporpaMa 3a Hay4yHU U3CJIe/IBaHUs U UHOBAIIHUH,
cwv3nazena ¢ Permament (EC) 2021/695 na Esponeiickus napnament u Ha Cheerals.

14

15

Pernament (EC) 2025/327 na EBponeiickus napiameHT u Ha CbBeTa OT

11 dgeBpyapu 2025 1. OTHOCHO €BPOIEHCKOTO MPOCTPAHCTBO HA 3/IPABHU JaHHU U 32
m3menenue Ha Jlupextuna 2011/24/EC u Pernament (EC) 2024/2847 (OB L, 2025/327,
5.3.2025 r., ELI: http://data.europa.eu/eli/reg/2025/327/0j).

Pernament (EC) 2021/695 na EBponeiickust mapnameHT u Ha ChBeta oT 28 anprut 2021 r.
3a ch3JaBaHe Ha PamkoBara mporpamMa 3a Hay4yHU U3CJIe/IBaHUs U MHOBAIIUU ,, XOPU30HT
EBpomna®, 3a onpenensiHe Ha HEMHUTE MTPaBWIIA 32 YYACTHE U PA3NPOCTPAHCHUE Ha
pe3yararute 1 3a orMsiHa Ha pernamentu (EC) Ne 1290/2013 u (EC) Ne 1291/2013

(OB L 170, 12.5.2021 r., ctp. 1, ELI: http://data.europa.eu/eli/reg/2021/695/0j).
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(35)

(56)

ITpe3 ronu 2017 r. no uckane Ha Komucusita ECHA cv3nane EBponeiickara o6cepBaropust
3a Hanomarepuainu (EUON), B KosiTO ce chOMpar ChIIEeCTBYBAIM JaHHU U UHPOPMALIUS OT
0a3u JaHHU, PETUCTPU U U3CIIE/IBAaHUS U CE TeHEpUPAT HOBU JIaHHU Ype3 U3CIICABAHUS U

IIpOYy4YBaHUS Ha HAHOMATCPHUAJIUTC HA I1a3apa Ha Cnro3a.

ECHA cnenga na nponsoku aa ynpasnsisa EUON u na s mpeoOpa3yBa B o0cepBaTopus 3a
CHGHI/I(bI/I‘-IHI/I XAMUKAJIN U T'PYIIHU OT XUMHUKAJIN C IOTCHOHUAJI 1a JOIIPHUHCCAT 3a
HOBOBB3HHUKBAIIM PUCKOBE, MOPOJCHU OT XUMHUKAJH (,,00cepBaTOpusATa*), KOATO cle/Ba Ja
oOxBallla u APyrd XUMUKAJIM U HTHOBATUBHU (PallMOHAIIHO MPOEKTUPAHU CIIOKHU
,»YCBBBPILEHCTBAHU ‘) MaTepuanu, u3dpanu ot Komucusra, kaTo U310J3Ba, KOrato €
MOJIXO/ISII0, CHTHAIIM OT CHCTEMaTa 3a PaHHO MPEAYNPEXICHHUE U 3a neiicTBue. Equn ot
KpUTEpUUTE 32 T0100pa Ha XMMHUKAIHUTE 32 0O0cepBaTOpHsATa cle/iBa fa Ob/e TIXHaTa
WHOBATHUBHOCT U MOTEHIIMATIHOTO UM Pa3pyLIUTEIHO Bb3ACHCTBHIE, KOUTO MOXKE Ja
JOTIPUHECAT 32 HOBOBB3HUKBAII] PUCK, IIOPOJICH OT XUMUKAIH. Jpyr KpuTepuii 3a uz0op
cieiBa Jia ObJIe MO-BUCOKATa CTETNICH HAa HECUTYPHOCT OKOJIO XUMHUKAIUTE, U TIOPAIH T10-
MaJIKOTO PeryjaTOpeH OMUT M0 OTHOIIEHUE Ha TAX, MPOU3THYAIIaTa OT TOBA
HE0OXOIMMOCT OT JOMBIHUTENEH KOHTPOI U npo3payHocT. C oOcepBaropusTa cieiBa aa
Ce YIIECHST PEryJaTOpHOTO MPUIIaraHe ¥ OTTOBOPHOTO M3IOI3BaHE HA TIOJOOHN XHMHKAIN
4ype3 cbOupaHe, FTeHepHpaHe U pa3POCTpaHEHHE Cpel OOIIECTBEHOCTTa Ha Ha IS THA

nH(popmMalys 3a CBOMCTBaTa, ynoTpedaTa U Ma3apHOTO NPUCHCTBUE HA N30paHU XUMHUKAIH.
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(57) OO6cepBaTopusiTa He cIe/IBa J1a Ce pa3riiekaa KaTo 3aMEeCTUTENl Ha HEOOXOANMHUTE
JeCTBUS 32 YIPABJICHUE HAa PHCKA 32 BCEKM XUMHUKAJI B CIIy4auTe, KOraTo € YCTaHOBEHA
OIIACHOCT WJIM PHCK. 3a J1a c€ OCUT'YpHU e(pUKacCeH U MOCIeI0BaTeNeH MOAX0 T 3
reHepupaHe U pa3NpoCTpaHEeHUE Ha IsU1aTa Ta3u JonbiIHuTenHa nHpopmanms, ECHA
cieBa Ja HabmogaBa paboTara Ha 00CepBaTOPHTA U J1a IPEIOCTABS PEIOBHO
aKTyaJIM3UpaHUTE JaHHU U HHPOPMALKs, KOUTO ChOMpa, upe3 odiara riatdopma 3a
JTaHHH WK 9pe3 APYrd KOMYHUKAIIMOHHN KaHaH, criopes ciaydast. C [eln 1a ce OCUrypsT
eIHaKBH YCJIOBHS 3a NPUJIaraHETO Ha TOBAa M3UCKBAHE 3a N300p HAa XMMUKAIIU, KOUTO Ja
ObIaT BKIIOYEHU B oOcepBaropusara, Ha KomucusiTa ciensa 1a 6baaT NpeaocTaBeHn

HU3I'BJIHUTCIIHA IPAaBOMOIIUSA.
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Cwraacuo Pernament (EO) Ne 178/2002 EOBX moke 11a Bb3J1ara no OTKpUT U IPO3payeH
HAYMH HayYHUTE U3CIICIBAHMUs, OT KOUTO C€ HYX/1ae, 3a J1a U3IbJIHU MUCHSTA CH, KaTO
CBILIEBPEMEHHO CE€ CTPEMHU J1a u30erue qyoinupaHe ¢ U3ClIe0BaTEICKU IporpaMu Ha
IbpkaBuTe yieHkU uin Ha Cwro3a. ECHA cnenBa cbliio Ja MOoke B pAMKUTE Ha CBOUTE
MIPABOMOIIIHS JIa Bh3J1ara U U3CJICIBAHUS 3a TIOJy4yaBaHE HA MMOJAXOISIIY JaHHU U
nH(OPMAILIUS OTHOCHO XUMHUKAIUTE U TPYIMUTE OT XMMHKAIH, KaTO ChIICBPEMEHHO 3ama3Ba
MIPUHIIMIIA, Y€ TEKECTTa 3a JOKa3BaHE Ha ChOTBETCTBUETO ChC 3aKOHOATEICTBOTO Ha
Cplo3a B 00s1acTTa Ha XMMHUKAJIUTE OCTaBa 32 HOCEIIOTO OTTOBOPHOCT JIULIE, U CE€ CTPEMU
na u30erHe nyoIupane ¢ U3CIeI0BATEIICKH MPOTPAMH WU MPOTPAMH 32 U3ITbITHEHUE Ha
nbpxkaBuTe wieHku win Ha Cpro3a. OcseH ToBa ECHA cnenBa na Bb3iiara TakuBa
MIPOYYBAHUS 10 CBOs COOCTBEHA MHUIMATHUBA UJIH 110 HckaHe Ha KoMucusita, ¢ nien ga
MOANOMOTHE €()EKTUBHOTO U €(PUKACHO MPHUJIaraHe U OLICHKA Ha MIPaBHUTE aKTOBE Ha
Cpl03a OTHOCHO XMMUKAJIUTE B PAMKUTE Ha CBOMTE IMPABOMOIIHS | JIa JIONIPHHECE 32
pa3paboTBaHeTO Ha moauTHKa Ha Chro3a B o0nacTTa Ha xuMukanute. Koraro
MOJIy4aBaHETO Ha Mpoba OT BEIIECTBO HIIM CMEC € MPEABAPUTEIHO YCIOBHE 3a MPOBEKIaHE
Ha Hay4yHuTe u3cneaBanus, ECHA cnenBa na moiay4u oT CTOMAHCKUs CyOeKT Oe3MIaTHO U
MIPH MIOMCKBaHE HEOOX0qMaTa mpoda, BKITFOYUTEITHO, KOTATO € MIPHIIOKUMO,
XapaKTEePUCTHKA Ha BEIIECTBOTO WK cMecTa. KoraTo cronancku CyOeKT mojajie
000CHOBAHO MCKaHE 3a MOBEPUTETHOCT BB BPb3Ka ¢ MHPOpMaILMsITa OTHOCHO 00pasena,
kosiTo npenoctassi, ECHA cnenBa na cna3pa Tta3u noBeputenHocT. Korato e ymecTHo u
BB3MOXHO, IPU Bh3Naranero Ha uzcneaBane ECHA cnenBa na naBa mpuopuTeT Ha
W3IOJI3BAHETO HA YTBHPJICHN METOJIH, KOUTO HE BKJIFOUBAT U3IUTBAHUS BHPXY KUBOTHH,

KaTo U3MUTBaHUS BbPXY I'PhOHAYHU )KUBOTHH CE M3IMOI3BAT CaMO B KpaeH ciayyail.
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(39)

(60)

3a na ce crOepe nHpopMaIUsi OTHOCHO €KCITO3UIUATA Ha EBPOINCHCKHUTE TPaXKIaH! Ha
XUMHUKAJIH, J]a C€ TIOATIOMOTHE €(peKTUBHOTO NPUJIaraHe U OLCHKA Ha IIPaBHUTE aKTOBE HA
Cpl03a OTHOCHO XMMUKAJIUTE U J1a c€ JOTIPUHECE 3a pa3paboTBaHETO Ha BceoOXBaTHA
nonuTrka Ha Chro3a B oonacrra Ha xumukanute, ECHA u EOBX, B cbTpyaHu4ecTBO ¢
EAOC, crnenBa 1a Bb3II0KaT MPOyYBaHEe 32 ONOMOHUTOPHHT Ha HACEJICHUETO B IS
Cnro3. [IppxaBute unenku ciensa aa cbrpyaaundar Ha ECHA, EOBX u EAOC npu
IUTAHUPAHETO U OPTaHU3UPAHETO HA TOBA MIPOYUBAHE U CIIEJBA J1a IPEIOCTABIT
HeoOxoMMaTa TeXHUYECKa U aIMMHUCTPaTUBHA MOJIKpera Ha cTpaHuTe, ¢ kouto ECHA
i EOBX ca ckimrouniy 70roBop 3a B3eMaHETO Ha MpodH,, 3a 1a ce yISCHH B3eMaHETO Ha
poOu Ha TAXHA TEPUTOPHS U J1a CE TapaHTHPA, Y€ POOUTE ca JOCTATHUHO
npencraBuTenHu. [IpoyuBaneTo 3a OMOMOHUTOPUHT HAa HACEJIIEHUETO CJIe/IBa J]a Clia3Ba
€THUYHUTE CTaHJIAPTU U CTaHJAPTUTE 3a MOBEpUTENHOCT. KaTto B3ema mpenBu onura,
HaTpylaH OT TOBA IPOYYBAHETO 32 OMOMOHMTOPUHT Ha HaceneHuero, Komucusita cieasa
Jla OLIEHU 11eJ1IeChOOPa3HOCTTa Ha TOBA J1a U3UCKBA ITPOBEKJAHETO HA PEAOBHU IIPOYUBAHUS
3a OMOMOHUTOPHUHT HA HACETICHUETO, KAKTO M HEOOXOIMMHUTE PEeCypCH 3a TaKMBa
MIPOYYBAaHUS U HAUMHUTE 32 BKIIIOUBAHE Ha IbP>KaBUTE YICHKHU B TsAX. B 3aBucuMocT ot
pe3yaTatuTe OT Ta3u oneHka KomucusiTa ciensa 1a OOMHCIH MTPEICTABSIHETO HA

3aKOHOAATCIHO MPCAIIOKCHUC!:

3a J1a ce rapaHTUpa ONTUMAIHOTO (GYHKIIMOHUPAHE HAa HACTOSALIMS PETJIAMEHT U J1a ce
CJIeld Pa3BUTHETO HA TEXHOJIOTMHUTE U 3aKOHOAATeNCcTBOTO, Komucusita cienBa na
W3BBPIIH 0011l IPETJie]] Ha HACTOSIINS PErJaMeHT U Ja MPEeACTaBU JOKIIa Ha
EBponeiickust mapnamenT u Ha CbBeTa, NPUAPYKEH, aKO € 11eech00pa3Ho, OT
3aKOHOJIATEIIHO MpeUIoKeHne. B Toknana ciensa 1a ce OLEHH MOCTUTHATUAT HAaIPEIbK
BBB BPb3Ka C IpUilaraneTo u GyHKIMOHUPAHETO Ha obIara rardgopma 3a JaHHHU, TOBA
JIaJIi HaCTOSALIMAT PETJIAMEHT € TOCTUTHAJ LEJIUTE CH, U MO-CIIELIMAIHO C OIJIe] Ha
10-100p0O MOBTOPHO M3IOJI3BaHE HAa JaHHUTE B NMpaBHUTE akToBe HAa Chi03a, N30pOEHHU B
npuiioxkenue I, u pasnpenenssHeTo 1Mo MoAXOASII HAYWH Ha HEOOXOAUMHUTE PECYPCH MEXTY

Ar¢HIIMUTC U Ha Komucusra.
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(61)

(62)

(63)

3a ;1a ce KOpUTHpa ChIbPXKAHUETO Ha MPUIIOKeHHe [, B KOeTo cleiBa 1a ce u30posiT
BCHYKH MPaBHU akToBe Ha CbhI03a, CHIIIACHO KOUTO CE€ TeHEPUPAT WM MO0JIaBaT HA
areHuuTe Uiy Ha KomucusaTa naHHM OTHOCHO XMMHKanuTe, Ha KoMucusara ciiensa na
ObJIe IeerupaHo MPaBOMOIIMETO JIa TpreMa aKToBe B choTBeTCTBUE ¢ WieH 290 ot JIDEC
BBB BPh3Ka C U3MEHEHUETO Ha MpuiiokeHue | upe3 noOaBsHe HA HOBH ITPaBHU aKTOBE Ha
Cpb103a, ChIIIaCHO KOUTO C€ TeHEPUpAT WIIH 110/1aBaT OTHOCUMH JaHHU U MH(OpMAIHs 3a
XUMHUKJIUTE, BeJIHATa CJIe]] KaTo Te3U MpaBHU akToBe Ha ChI03a BIISI3aT B CUJIA WIIH OBbAAT

npepasrii€gaHu, OCBCH aKO HE € IMIPECABUACHO APYTO.

3a ;1a ce KopurHpa ChIbpKaHUETO Ha npuioxenue 11, B koeto cinensa 1a ce u30posT
CBHOTBETHUTE pePEPEHTHNA CTOHHOCTH, TPOM3THYAIIN OT IPUIIATAaHETO HA MIPABHUTE aKTOBE
Ha Cpro3a, n30poeHu B npuiioxkenue I, yact 2, u kouto ce cbxpansaBaT oT EMA, Ha
Komucusita cneasa a 6b/1e AenerupaHo MpaBOMOIIMETO J1a IpUeMa akTOBE B
cpoTBeTcTBUE € wieH 290 ot IPEC no oTHoLIEeHNE Ha N3MEHEHNETO Ha npuiioxkenue 11,
KOraro, KaTo ce€ B3eMaT NpeBu UUPpOoBU3aLUATA U ONIEPATUBHATA CbBMECTUMOCT Ha
pedepeHTHUTE CTOHHOCTH, ChbXpaHsBaHu OT EMA, KakTo ¥ 1MoJe3HOCTTa Ha CTOMHOCTHUTE
3a Ipyru 00JacTH HA MOJIMTUKATA U 3 MPUJIAraHeTO Ha JOCTHKEHHSITA HA MPABOTO HA

Cn1o3a, € He00X0AUMO Ja ce U30POAT JOIBIHUTEIHN PeEepPeHTHH CTOMHOCTH.

3a ;1a ce Kopurupa cbabpxaHuero Ha npuoxenue III, B koeto cnensa ga ce u30post
BCHUYKHU IIPaBHU akToBe Ha Ch103a, ChIIACHO KOUTO KOMIETEHTHUTE OPTaHU Ha JbpiKaBUTE
YIEHKH, areHuunTe win Komucusara npeanpuemMar peryJ1aTopHy IpoLEecH OTHOCHO
XMUMUKAJIHM WK IPYNU OT XUMUKanu, Ha Komucusra cienBa 1a 6b/e qenerupato
MPaBOMOIIMETO Ja Mpuema akToBe B choTBeTCTBUE C WwieH 290 ot JIPEC no otHOmEeHne
Ha n3MeHeHueTo Ha npuioxenue 11l upe3 nodapsiHe Ha HOBM npaBHU akToBe Ha ChI03a,
CBIJIACHO KOMTO ChOTBETHUTE PETYJIATOPHU IIPOLECH OTHOCHO XMUMHUKAIIU WK TPYIH OT
XUMHKAJIH € IpeaIpueMaT OT KOMIETEHTHUTE OPIaHU Ha IbP)KaBUTE WIEHKH, ar€HLIUNUTE
nin Komucusra, BeHara ciej Kato Te3u MpaBHU akToBe Ha Chro3a BIS3aT B CHIIA WIIH

ObJaT npepasrieaHy, OCBEH aKo HE € MPEIBHUIEHO JIPYTO.
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(64) 3a ;1a ce KOpUTHpa ChIbPKAHUETO Ha MPUIIOKEHHE V, B KOETO ClIe[IBa Ja ce u30posBar
npaBHUTE akToBe Ha Cbr03a, CHIIIACHO KOMTO CE F'€HEPUPAT WU MPEJCTABAT HAa areHIIMUTE
i Ha Komucusita 1aHHU OTHOCHO XMMUKAJIUTE B U3ZENUs WK MPOAyKTH, Ha Komucusra
cienBa 1a 0bie AesierupaHo MPaBOMOIINETO /1a TpHeMa aKTOBE B CbOTBETCTBUE C
e 290 ot IDEC no oTHolIeHHE Ha U3MEHEHUETO Ha MPUJIOKEHHE V, KaTo 100aBs
BCEKH HOB IIpaBeH akT Ha Cbl03a, ChITIACHO KOMTO C€ TeHepHUpaT WK [10/1aBaT JaHHU
OTHOCHO XMMHKAJIUTE B U3EJIUS WM MPOJIYKTH BEHAra ciie/l BIM3aHEeTO MY B CHJIa, OCBEH
aKo TO3U aKT He ChIbprKa pasznopenda, ¢ KOSTO TO3U akT ce 100aBs B MPUIIOKEHHE V,
n00aBst BCeku AericTBall mpaseH akT Ha Cbro3a, n30poeH B npuiiokeHue I, KoiTo e
M3MEHEH 110 TaKbB HAYMH, Y€ JAHHUTE OTHOCHO XUMHKAIIUTE B U3/ICIIUATA WIH TPOLYKTUTE
ce reHepupaT WU IPeCTaBsAT BeJHara ciejl BIM3aHeTO B CUJIa Ha ChOTBETHHUS aKT 3a
M3MEHEHHE, OCBEH aKO aKThT 32 U3MEHEHHE HEe ChIIbprKa pa3nopenda, ¢ KOATO TO3H aKT ce
n00aBst B puiIoKeHne V, Wi Jo00aBsi BCEKH JieiicTBall mpaBeH akT Ha Chro3a, n30poeH B
IpuiIoKeHue I, 3a KOUTO OT NOMbJIHUTENHATA IPOBEPKA € BUHO, Y€ JAHHUTE OTHOCHO
XUMHKAIUTE B U3JIEIHSITA WIH IPOYKTUTE CE TeHEPUPAT WU MPEJICTABAT B CbOTBETCTBUE

C HETO.

(65) OT oco0eHa BaXXKHOCT € 110 BpeME Ha IOJrOTBUTEIHATA CH padoTa BbB Bpb3Ka C
M3MEHEHUETO Ha IPUJIOKEHUATA Upe3 Aenerupanu aktose Komucusira na nposene
MOAXOJIALIN KOHCYJITAllUH, BKIOUUTEIHO HA €KCIIEPTHO PAaBHUIIE, U TE3U KOHCYJITALUU Ja
ObpaaT cboOpa3eH! ¢ NPUHIUIIUTE, 3aJI0KEHH B MeXTyHHCTUTYITUOHATHOTO
criopasymenue ot 13 anpui 2016 r. 3a m10-100po 3akoHOTBOpUecTBO!®. TTo-crienumarnto, ¢
1[eJ1 OCUTYpsIBaHE Ha PAaBHO y4acTHE NP MOJArOTOBKATa HA JIEJIETUPAHUTE aKTOBE,
EBponelickust napaameHT 1 CbBETHT OJy4aBaT BCUUKHU JIOKYMEHTH €JHOBPEMEHHO C
€KCIIEPTUTE OT JbPKABUTE WICHKH, KATO TEXHUTE €KCIEPTHU I0Jy4aBaT CUCTEMAaTUYHO
JOCTBII 70 3ace/laHusATa Ha eKCcIiepTHUTE rpynu Ha Komucusara, 3aHuMaBaliu ce ¢

ImoATOTOBKATa Ha ACJIICTUPAHUTE aKTOBC.

16 OB L 123, 12.5.2016 1., ctp. 1, ELI: http://data.europa.cu/eli/agree interinstit/2016/512/0j.
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(66)

(67)

JIOKOJIKOTO IENIUTE Ha HACTOSALIMS PETIaMeHT, @ MMEHHO Jla Ce rapaHTupa e(heKTUBHOTO
IIPEIOCTABSIHE HA CHIJIACYBAHU OLICHKU HA ONTACHOCTUTE U PUCKA OT XMMHKAJIU, KOTaTo
T€3H OLICHKHU Ce M3MCKBAaT OT IpaBHU akToBe Ha ChI03a, 3a Jja c€ IOCTUTHE BUCOKO
paBHUIIIEC Ha 3allUTa Ha 3[[paBETO Ha YOBEKA M OKOJIHATa CPeJia, /1a ce J1aie Bb3MOKHOCT 3a
pa3paboTBaHe U U3MOI3BaHE HA OE30MIACHU U YCTOWYMBH XMMHUKAJIH, Ja CE TapaHTHpa
MPaBUIHOTO (PYHKIIMOHMPAHE HAa €MHHUA Na3ap Ha XMMHKAIH, J]a C€ TIOBUIIIAT 3HAHUITA
Ha rpaknanute Ha Cbo3a, KAaKTO U JOBEpUETO UM, OTHOCHO Hay4yHaTa 0a3a 3a peleHusTa,
B3€TH ChIJIACHO MpaBHUTE akTOBe HAa ChI03a OTHOCHO XUMUKAJIUTE, KAKTO U J1a Ce
JIOTIPUHECE 3a 3aMsiHaTa U HaMaJIsIBAHETO Ha U3IUTBAHUATA BbPXY )KUBOTHH, KOTaTO TOBA €
BB3MOXHO, HE MOrar Ja ObJaT MOCTUTHATH B I0CTaTh4YHA CTENEH OT AbP>KaBUTE WICHKH,
THHU KaTO IbpPXKABUTE WICHKHU HE pas3ioyiaraT ¢ JaHHU B paAMKUTE Ha 00XBaTa Ha HACTOSIINS
perJamMeHT U He MoraT Jia Chb3/1aBat 00110eBporneiicka ob1a miargopma 3a 1aHHH, a
MOpaJii ChbXPaHsIBAHETO OT CTPAaHA HA areHIIMUTE Ha JTaHHHU U HH(OPMAIs OTHOCHO
XUMHKAJIUTE Ha paBHULIETO HAa CbI03a, IOCOYEHUTE 1IeJIM MOoraT J1a Ob1at no-1o00pe
IIOCTUTHATH Ha paBHUIETO Ha Cbro3a, ChIO3BT MOXKE Ja IPUEME MEPKU B ChOTBETCTBHE C
MIPUHIIMIIA HA CYOCHINApHOCT, ypeleH B uieH 5 oT [JJoroBopa 3a EBponeiickus chio3.

B cphoTBeTCTBHE C MpUHLIKIIA HA TPONIOPLIMOHAIHOCT, YPEAEH B CHIIUS UI€H, HACTOSIIUAT

PErIaMCHT HEC HAAXBBPJIA HGO6XOI{I/IMOTO 3a ITOCTUTAHCTO Ha TE3U LICIIN.

B crvotBercTBUE C uneH 42, naparpad 1 ot Pernmament (EC) 2018/1725 6ewe npoBeneHa
KoHcynTanus ¢ EBponelickus Ha30peH OpraH M0 3alluTa Ha JaHHUTE, KOWTO MPeCTaBU

cra”HoBulle Ha 29 sHyapu 2024 1.,

I[MPUEXA HACTOAILMA PETJTAMEHT:
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I'naBa l

IIpeaMeT, NPUJIOKHO 1OJIE U ONIPeAe/IeHUsA

Ynen |

1Ipeomem u npunoosicro none

1. HaCTOHI_HI/IHT PEriIaMCHT MMa 3a LEJI Aa C€ OCUI'ypu e(beKTI/IBHOTO IIpeaoCTaBsAHC HA
ChIIaCyBaHM OLICHKH Ha OIIACHOCTTA U PHUCKaA, IIOPOJACHHU OT XMMHUKaJIU, KOraTo TE31U
OICHKHU CC M3MCKBAT OT IIPABHUTC aKTOBC Ha C”I)IOSa, 3a Ja C€ IIOCTUTHEC BHMCOKA CTCIICH Ha
3aluTa Ha 3APaBCTO HA YOBCKA U HA OKOJIHATA Cpeaa, Aa CC Cb3AaaaT Bb3MOXHOCTHU 3a
pa3pa60TBaHe Y M3I0JI3BaHe Ha O€30IacHHU U YCTOI‘/'I‘{I/IBI/I XUMHUKAJIA, fa CC OCUTYpU
IIpaBUJIHOTO CI)YHKI_II/IOHI/IpaHC Ha CIMHHUA I1a3ap Ha XUMUKAJIXU U J1a CC IIOBUIIAT 3HAHUATA
Ha rpaXxaaHuTe Ha C’I)IOSa, KaKTO U JOBCPUCTO UM, OTHOCHO Hay4YHaTa OCHOBA 3a
peuicHusATa, B3CTU CHITIACHO IIPABHUTC aKTOBC HA Cbl03a OTHOCHO XUMUKAIUTE, U Ja CC
AOIPHUHECC 3a 3aMAHaTa U HAMAJIABAHCTO HA U3IIUTBAHUATA BbPXY )KUBOTHHU, KOI'aTO TOBA €

BB3MOXKHO.

2. 3a J1a ce MOCTUTHAT LIeJIUTE, TOCOYeHH B maparpad 1, HaCTOSIIUAT PETJIAMEHT ONpeaess

MCPKH, C ITIOMOIIITAa HA KOHUTO:

a) ce 06GJII/IH$[BaT JaHHHW OTHOCHO XUMHKAJIIUTC U CC rapaHTHpPa, Y€ TC3U JaHHU Ca
JICCHO OTKpHUBACMH, NOCTHIIHU, OIICPATUBHO CbBMECCTUMU U MOTI'aT 1a 6’B)IaT

IIOBTOPHO U3IIOJI3BAHU,

0) ce chXpaHsBaT JaHHU 3a MPOYYBAHUS, Bb3JI0KEHU OT CTOMAHCKHU CYOEKTH B
KOHTEKCTa Ha M3ITBIHEHUETO Ha 3aIbJKEHUSITA UM ChIJIacHO MpaBoTo Ha Chio3a B

oOactra Ha XUMUKAIIUTEC,
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B)  Cce Ch3/aBa Hail-IMpoKaTa Bh3MOXKHA HayyHa OCHOBA 3a MPHJIaraHe v pa3padoTBaHe

Ha IMPaBOTO U IMMOJIMTUKUTC HA C'bIO3a, CBBbpP3aHH C XUMUKAJINUTE;

I)  ce yCTaHOBSIBa CUCTEMa 3a paHHO MpeayNpexJAeHNe U 3a IeCcTBUE BbB BPb3Ka C

HOBOBB3HHKBAII PUCKOBE, IOPOJACHHU OT XMMUKAJIHU.
HaCTOSIIJ_[I/ISIT PEriiaMCHT CC IIpuJiara 3a JaHHU OTHOCHO XUMHUKAJINUTC, KAKTO Ca IMTOCOUYCHU B

uiieH 3, maparpadu 2 u 3.

Ynen 2

Onpeodenenus

3a HOCJIIMTC Ha HACTOALIUA PETJIAMCHT CC ITprJIiaraT CJICAHUTC OIPCACIICHUA:

)

2)

3)

4)

»areHuuu* o3Hauasa EBporneiickara arennus no xumukanu (ECHA), EBponeiickara
areHuus 3a okonHata cpefa (EAOC), EBponeiickusit opran 3a 6€30MacHOCT Ha XpaHUTE
(EOBX), EBporeiickata arenmus no jekapcrsara (EMA) u EBporieiickaTta areHmus 3a

6e3omacHocT u 31pase npu padora (EU-OSHA);

,Opranu‘ ozHayaBa KoMmucusTa, KOMIETEHTHUTE OPTaHU HA IbP>KABUTE YIECHKH, [IOCOYCHH
B KOMTO U Ja € OT npaBHUTE akToBe Ha Cbhro3a, n3dpoenu B npuwioxenus I nium 111, n

AreHUunuTeC, C U3KIIIOYCHUC Ha TCXHUTC YIIPABUTCIHU CBBCTH,

,,HOCEII0 OTTOBOPHOCT JIMIIE" 03Ha4YaBa (pU3NUECKO WIH IOPUANYECKO JIULE, KOETO
OTroBaps 3a U3MBJIHEHUETO Ha 3a/IbJDKEHUATA ChIVIACHO MpaBHUTE akToBe Ha Cbio3a,

n30poeHu B mpuiioxkeHue [;

,,CTOIIAHCKH CY6CKT“ O3Ha4aBa HOCCIIO OTTOBOPHOCT JIMIE, KOCTO € YaCTHO HUJIN HY6J'II/IIIHO

NpeanpusTHE;
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5)

6)

7)

8)

9)

,,JJAHHA OT OMOMOHUTOPHUHT HA HACETICHUETO  03HaUaBa JAHHU OTHOCHO KOHIIEHTpPAIUU Ha

XUMHUKAJIN, UBMCPCHU B HOBCIIKH CKCTPALICITYJIAPpCH MATPUKC, KaTO HAIIPUMEP KPBB WJIN

ypuHa;

,,pe(bepeHTHa CTOMHOCT® 03HaYaBa OIICHKA Ha paBHUIICTO HAa MaKCUMaJIHa CKCIIO3UIIUA
WJIM paBHHUIICTO HA CMUCHUHU HA JAaACH XUMHUKAJI, I10J KOUTO HEC C€ OYaKBa HUKAKBO HJIU CC
O4YaKBa CaMoO IIpUEMJIINBO H66HaI‘OHpI/I$ITHO B’b3I[eI>’ICTBHe BBpPXY 3JpaBCTO HAa YOBCKA UJIN
BBpPXY OKOJHaTa Cpe€la, U 110 KOUTO PUCKOBETC, CBBP3aHU C He6HaFOHpI/I${THO
BLBHeﬁCTBHC Ha TO3U XMMHUKaJI BbPXY 3APpaBETO HA HOBEKA WJIM BBPXY OKOJIHATa Cp€aa, CC

CMATAT 3a MPUCMIIMBU WJIA 3a JOITYCTUMMU;

,,H’I)pBOI/ISTO‘-IHI/IK“ O3HadaBa KOMI/ICI/I?ITa, arcHuusATa UJiinl KOMIICTCHTHUAT OpradH Ha
AbpiKaBaTa YWICHKA, OTTOBap:Alll 3a OUCHKHUTC Ha ITIOBCPHUTCIIHOCTTA ChINIACHO KOWTO U Ja €

IIpaBCH aKT Ha C’bIO38., IMIOCOYCH B ITPUJIOKCHUC I;

,»aKT Ha CbI03a Ha MPOU3X0/1"* 03HAaYaBa MPaBHUAT akT Ha ChI03a, ChIIIACHO KOWTO ca

reaepupady Wik N0A4aACHNU JAHHUTC U I/IH(l)OpMaIII/ISITa OTHOCHO XUMUKAJIUTEC,

,,KOHTPOJIUPAHHU PEUHULIM" O3HAUYaBa CTAaHAAPTU3UPAHU U OpTraHU3UPAHU MOJIpeI0U Ha
IyMu U ¢pas3u, MpeACTaBeHU KaTo CIUCHIU OT TEPMUHU HIIM KaTO CIIeUATU3UPaHn
PEYHUIM U TAKCOHOMHUH C TEPMUHHU C TTO-IIUPOK U TTO-TECEH CMUCHII, TIOJIPEACHH B

liepapXH4yHa CTPYKTYpa;
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10)

11)

12)

,,JJAHHU OTHOCHO XUMHUKAJIUTE * 03HA4YaBa BCSAKO MPEJCTaBsiHE Ha (PaKTH WK HHPOpMaLus,
CBBp3aHU C XMMUKAJIHNTE, M BCAKA CHbBKYITHOCT OT TakuBa (hakTH WK HHpOpMAaIus,
BKJIFOYMTEIHO UH(OpPMAIHsI OTHOCHO (PU3UKOXUMHUYHHUTE CBOWCTBA, OMIACHUTE CBOMCTBA,
ynorpebara, eKCIo3uLUATa, PUCKa, HATMYUETO, EMUCHHTE, €KOJIOrMYHATa Ch10a U
MIPOU3BOICTBEHUTE MPOIIECH, KOUTO CE OTHACAT 32 XUMHKAIIUTE, KAKTO U HHPOpMaLus,
CBBp3aHa C EKOJIOTUYHATA YCTOMUMBOCT HA XMMHKAJIH, BKIIFOUYUTEITHO HH(OpMAIHs,
3acsraiia N3MEHEHHETO Ha KIMMaTa, MH(popMalus, OTHacAIIa ce 10 peryJaTopHUs IpoLec
OTHOCHO XMMHUKAJIUTE, JaHHU 3a AITEPHATUBU HA BEIECTBATA, OPAXKAALIN OE31IOKOHCTBO,
CTaHJapTHH (HopMaTH, KOHTPOIUPAHH PEUHUIIHN WM HHPOPMALUS 32 IPUIIOKUMHUTE

IIpaBHU 3aABJDKCHUA, CBbP3aHU C XUMUKAJIUTE,

,,JAaHHH, CBbpP3daHU C CKOJIOrMYHAaTa YCTOﬁHHBOCT“, O3HadaBa BCUYKHM JAaHHH, KOUTO Ca OT
3HAa4YCHHUC 3a OLICHKATa Ha CKOJOIrn4Hara YCTOﬁqHBOCT Ha JaJACH XHUMHKaJl WU MaTCpHajl

mpe3 nCiusd My )KU3HCH HHUKBJI, BKIIIOYUTCIIHO:

a)  JIaHHW OTHOCHO PECYpCUTE, BKIFOUMTEIHO CYPOBUHHU, BOJIA, CHEPTHsI, U3KOTIAeMHU

ropuBa U 3€M:;

0)  J1aHHM OTHOCHO €MUCHUUTE, BKIFOUUTEIIHO HA TAPHUKOBU I'a30B€, OTHOCHO BEILIECTBA,
CBBP3aHU C €yTpoPUKaAIUATa, OTHOCHO MpaxX U BCUUKHU JAPYTH 3aMbpCABALLU

BCIICCTBA, KAKTO U

B)  JIaHHU OTHOCHO CTPAHUYHHU MPOJYKTH, OJYUYEHH 110 BpEME Ha KUZHEHUS [IUKBJI Ha
XMMHUKaja, KOUTO MOTaT /1a ObAaT U3M0JI3BaHU KaTo PECypCH 3a APYyru

MMPOU3BOJACTBCHHU MMPOLCCH, BKIIFOUUTCIIHO BOAOPOA U BBITICPOACH OKCHU;

,,[IPEMUHAJIM pelieH3usl MyOIMKyBaHU JaHHU OT U3CJIEIBaHUs " 03HA4aBa BCUUKU JaHHU
OTHOCHO XMMMKAJIUTE OT HAyYHU U3CJIE/IBaHUs, KOUTO ca MyOJUKYBaHU B PELIEH3UPAHU

HU3JaHUs U KOUTO HE Ca MMPOBCACHU CIICHIUAIHO 3a HCIIUTE HA PCTYJIATOPHUTEC OLICHKHU,

PE-CONS 24/1/25 REV 1 51

BG



13)

14)

15)

16)

17)

18)

»JTMYHH JJAHHU * 03HayaBa JUYHU JIaHHU CHIJIACHO OMPEEIeHUETO B ujieH 4, Touka 1 oT
Permament (EC) 2016/679 u chriiacHo onpeneineHneTo B wieH 3, Touka 1 ot PermamenT

(EC) 2018/1725;

,00paboTBaHe* 03HayaBa 00pabOTBaHE CHITIACHO OMPEEIIEHUETO B WieH 4, Touka 2 OT

Pernament (EC) 2016/679 u chriaacHo onpeaeneHueTo B WieH 3, Touka 3 ot Permament

(EC) 2018/175;

,»QJIMUHHUCTPATOP Ha JIMYHU JaHHU " O3HaYaBa aJIMUHHUCTPATOP CHIVIACHO OMPECICHUETO B
yieH 4, Touka 7 ot Pernmament (EC) 2016/679 u cbritacHO onpeneseHueTo B 1iieH 3,

touka 8 ot Permament (EC) 2018/175;

,,00pabOoTBAIIl JTMYHU JAaHHU * 03HA4YaBa 00pabOTBAI] CHIVIACHO ONPEICIICHUETO B WICH 4,
touka 8 ot Pernament (EC) 2016/679 u cbhriiacHo onpeeneHuero B wieH 3, Touka 12 ot

Pernament (EC) 2018/175;

,,OIICpaTHBHA CHhBMECTHUMOCT 03Ha4yaBa CIIOCOOHOCTTA Ha ABC HUJIU IMOBCYC ITPOCTPAHCTBA
Ha JaHHU WJIKM KOMYHUKAOWMOHHU MPEIKU, CUCTCMHU, IPOAYKTHU, NPUITIOKCHUA UITN

KOMIIOHCHTH Ja OOMEHST U U3M0JI3BaT JaHHH, 34 1a U3IIbJIHABAT CBOUTC (I)YHKI_II/II/I;

,,O6H_ICCTBCHOCT“ O3HadaBa €IHO HUJIH ITOBCYC (1)I/ISI/I‘ICCKI/I WJIN FOPUIUYCCKH JINIAa U

acolMaIlNK, OPraHU3alUH WIIA TPYIH OT TAKUBA JIMA;
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I'nasa 11

NudopmannoHau cucteMu U mjiardopmu

Ynen 3

Obwa niamgopma 3a OaHHU OMHOCHO XUMUKAIUME

1. ECHA cp31aBa u ynpabisBa o011a riatrgopma 3a JaHHH OTHOCHO XUMUKaIUTeE (,,0011aTa

maTdopma 3a JaHHU ).

2. Upes obmaTa miaTdopMa 3a JaHHH €€ TPEOCTaBs JOCTHIT IO BCUYKH JJAHHU OTHOCHO

XUMHKAJINUTCE:

a) TCHEPpHUPAHU WK MOAAACHU KATO YaCT OT IMPHJIAraHCTO Ha ITPABHUTC AaKTOBC Ha

C"bIOSa, ITOCOYCHHU B ITPHUIJIOKCHUC I, H CbXpaHABaHU OT arCHOHUUTC WA KOMI/ICI/IHTa;

0) TeHepUpaHH KATO YacT OT mporpamu Ha Chr03a, HAIIMOHAHA WJIH MEXTyHApOIHH
MpOrpamMu WM OT HAYYHOU3CIIEIOBATEIICKU JEHHOCTH B 001aCTTa HA XUMUKAJIUTE U

cexpansiBanu oT ECHA, EAOC, EOBX, EU-OSHA wnu Komucusira;

B)  NPEeAOCTaBEHHU Ha JOOPOBOJHA OCHOBA OT IbPKABUTE YJICHKH WM JPYTH CYOEKTH,
BKJIFOUMTETHO HAIlMOHAIHU areHIIH, HayYHOU3CIIE0BATEICKH HHCTUTYTH U
OpraHM3aliy OT TPETH IbpKaBH, U cbxpaHsaBanu wiu npuetu ot ECHA, EAOC,

EOBX, EU-OSHA wnu Komucusra.
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3. Upes neporanus ot naparpad 2 oburara ratdopma 3a JaHHU TPEAOCTaBs JOCTHII 110
JAaHHU OTHOCHO XMMHUKAJIMTE, CBbP3aHH C JIEKAPCTBEHU MPOITYKTH 32 XyMaHHA U
BETEpHHApHA yrnoTpeba, KaTo 4acT OT M3IIBIHEHUETO Ha IpaBHUTE akToBe Ha Chio3a,

n30pOeHU B IpHJIoKeHue I, yacT 2, caMo aKko Te3H JIaHHHU:
a)  ce cbxpansBar oT EMA; kakTo u
0) Cce OTHACAT JI0 aKTUBHHM BECIIIECTBA:

1)  KOHUTO ca mpeIMeT Ha PeryJIaTOpPHU MPOLECH ChIVIACHO IPYTH NMPABHUTE aKT HA

Crpro3a, n306poenu B yact 1 ot npusoxenue [; wim

il)  KOWTO MMAT CIEHU(PUIHHN YCTONUNBHU, OMOAKYMYIHPAIIX U TOKCHYHU

CBOMCTBA; HIIA

111) 34 KOUTO € YCTAHOBCHO BHCOKO HUBO HA OCTAaThb4YHU BCHICCTBA B OKOJIHATA

cpcla; KakKToO U
B) KOUWTO Ionagatr rnmoHe B €aHa OT CJICAHUTC KaTCTOPHUU:

1) HEKJIMHUYHU JaHHU 32 6€30MacCHOCT, BKIFOUUTEIHO JAHHU, CBBP3aHH C OLICHKU
Ha pHUCKa 3a OKOJIHATa cpefa, cbopanu ceriacHo Jupexkrusa 2001/83/EO Ha
Esponeiickus napiament u Ha Cbeeral” u Pernament (EO) Ne 726/2004 na

B HﬁKI/IfIH JIAMCHT U H ‘BBECT . 1IN
EBporneiic apiaMe a Cpaertals;

17 Hupextusa 2001/83/EO na EBponetickus napnamenT u Ha CbBeta oT 6 HoemBpu 2001 . 3a

YTBBpKIaBaHe Ha KoJeKC Ha OONTHOCTTa OTHOCHO JICKAPCTBEHH MPOAYKTH 32 XyMaHHA
ymotpeba (OB L 311, 28.11.2001 r., ctp. 67, ELL: http://data.europa.eu/eli/dir/2001/83/0j).
Pernament (EO) Ne 726/2004 na EBponeiickus napiament u Ha CbBeta oT 31 mapt 2004 r.
3a ycTaHOBsIBaHE Ha mpoleypy Ha OOLIHOCTTa 3a pa3peliaBaHe U KOHTPOJI Ha JIEKAPCTBEHU
MIPOAYKTH 32 XyMaHHA U BETEPHHAPHA yIOTpeda U 3a ch3aaBaHe Ha EBponeiicka areHIus 1mo
nekapcrBara (OB L 136, 30.4.2004 ., cTp. 1,

ELI: http://data.europa.eu/eli/reg/2004/726/0j).

18
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il)  JaHHU, CBBP3aHU C OIICHKH HA PUCKA 32 OKOJIHATA Cpela, CbOpaHU ChITIACHO

Pernament (EC) 2019/6 na Esponeiickus napnament u Ha Cbeeral®; win

iil) MaKCHMaJHH JONMYCTUMH I'PAHUIIM HA OCTATHYHU BEIIECTBA U IaHHHUTE, OT
KOUTO ca u3BelieHH, chOpanu chritacHo Permament (EO) Ne 470/2009 na

Esponeiickus napnament u Ha Cheera?’,

4. Ha Komucusira ce npegoctassi IpaBOMOLIMETO Aa IpUeMa JIEJIETUPAaHU aKTOBE B

CHOTBETCTBHE C WiIcH 28 3a N3MEHEHME Ha!

a) maparpad 3, OykBa 6) OT HACTOSIIMS YWIEH, KaTo 100aBs JaHHU OTHOCHO
XUMUKAIATE, CBbP3aHH C BEIIECTBA, ChIBPIKAIIM CE B JICKAPCTBEHU MTPOIYKTH,
pa3IUYHA OT aKTHBHH BEIIECTBA, MJIM OTHOCHO aKTUBHU BEIIECTBA, ChABPIKAIIH CE B
JICKApCTBEHHUTE TIPOJIYKTH ChC CBOMCTBA, PAa3IMYHK OT ITOCOYCHUTE B maparpad 3,
OykBa 0), TOUKH 1) U 11) OT HACTOSIIMS YWICH, KOTaTO TOBA € OT 3HAUCHHUE 32 [[EIUTE
Ha HACTOSIIMS PErJIaMEHT WIIM aKo C OTJIe/ Ha HAyYHUS HAPEIbK ca HAIHIIC HOBU
MO3HAHUS 32 OMTACHOCTHUTE MIIM PUCKOBETE 32 OKOJIHATA CPeJla WM 3/IPaBETO Ha

YOBCKaA,

19 Pernament (EC) 2019/6 na EBponeiickus mapiament u Ha CbBeta oT 11 nekemspu 2018 T.

OTHOCHO BETEpUHAPHUTE JIEKAPCTBEHU MPOJYKTH U 3a oTMsiHA Ha JupexTtuna 2001/82/EO
(OB L4, 7.1.2019 1., ctp. 43, ELI: http://data.europa.eu/eli/reg/2019/6/0j).

Pernament (EO) Ne 470/2009 na EBponeiickus napiament u Ha CbBeTa oT 6 mait 2009 r.
OTHOCHO YCTaHOBsIBaHE Ha Ipolueaypu Ha OOIIHOCTTA 32 ONpeieNsiHe Ha JOIyCTUMHTE
CTOMHOCTH Ha OCTAaThYHU KOJIMYECTBA OT (PapMaKOJIOTUYHOAKTUBHH CYOCTAaHIIUU B XPaHU OT
KUBOTHHCKH MPOU3X0/, 32 oTMsiHa Ha Pernmament (EMO) Ne 2377/90 na CrBeta u 3a
n3menenue Ha Jlupextusa 2001/82/EO na EBponeiickus napiament u Ha CbBeTa U Ha
Pernament (EO) Ne 726/2004 na EBponelickust napnamenTt u Ha CbBera (OB L 152,
16.6.2009 ., ctp. 11, ELI: http://data.europa.eu/eli/reg/2009/470/0j).

20
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0) maparpad 3, OykBa B) OT HACTOSIIHUS WIEH Ype3 J0OaBsSHE HA HOBU KaTErOPHUH
BUJIOBE JIAaHHU, CBBP3aHU C IIEITUTE HA HACTOSIIHUS PETJIAMEHT, HITH, aKO C OrJIe]l Ha
HAyYHHS HApEJbK MMa HOBU JIAaHHH 3a OIACHOCTTA WJIM PHCKA 332 OKOJIHATA cpelia

WIIK 3/IpaBETO Ha YOBEKaA.
B o6mara mnardopma 3a 1aHHM He TpsOBaA Aa MPUCHCTBA ClIeHATa UH(OPMALUS:
a)  uH(popmaruaTa, nocoueHa B wieH 45 ot Pernament (EO) Ne 1272/2008;

6) wuH(poOpManUATa, CBbP3aHA C KO3METUYHHU MPOIYKTH, 32 KOATO € Mo/AaIeHa
HOTH(HKAIUS Ha MOpTaja 3a HOTU(GUIIUPAHE OTHOCHO KO3METUYHUTE MPOIyKTH

ceriacHo wieH 13 ot Pernmament (EO) Ne 1223/2009.

He e HeoOxoaumo B obrmiara riardopma 3a TaHHU J1a ObJIaT BKIIOYBAHU JTIOKYMCHTH,
CBBp3aHU C BhTPEIIHATA pab0Ta Ha OPraHUTE WIIU MPOLIECUTE UM Ha B3EMaHE Ha PEIICHUS,

OCBEH aKO BKJIFOYBAHETO CE€ M3HCKBA ChIIacHO uieH 10.

ECHA rapanTupa, 4e BCeKM XMMUKaJ UM MaTepual, 3a KOUTO ce ChbXpaHsBaT JaHHU
OTHOCHO XMMHKAJIUTE Ha o0mara ratdopma 3a JaHHHU, c€ UACHTH(PHUINPA Ype3 YHUKAICH
TEXHUYECKH UACHTU(DHUKATOP, KOMTO CBBP3Ba BCUUYKH JIaHHH OTHOCHO XUMHKAJIUTE 32 TO3H
XMUMHUKAaJ UM MaTepuall, U KOrato € Bb3MOXKHO M € HaJlM4Ha MH(pOopMalusaTa, upe3
[I0OCOYBAHE Ha HErOBaTa MOJIEKYJISIpHA CTPYKTypa Upe3 XUMHUECKo 0003HaueHue, 0e3 1a ce

3acdAraT U3MCKBaHHUATA 3a IOBEPHUTCIHOCT B AKTa HA Cnblo3a Ha IIPON3XOId.

Upes obmrata miardopma 3a JaHHU € TTPEAOCTABAT CIICIHATU3UPAHUTE YCIYTH,

OIIPCACIICHU B CUCTEMATA 3a YIIPABJICHUEC, [IOCOYCHA B YWICH 4, naparpa(b 3, BKIIIOUHUTCIIHO:

a) I/IH(l)OpMaI_II/IOHHaTa rmaT(bopMa 34 MOHUTOPUHT Ha BB3JCUCTBUETO HA XHMHUKAIIUTE

(IPCHEM), nocoueHa B uJjieH 7;
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1)

XPaHWJIUIIETO Ha pe)epeHTHU CTOMHOCTH, TOCOYEHO B YJIeH §;
0azaTta JJaHHU C YBEJIOMJICHHUS 3a U3CIIEBAHUS, I0OCOUYEHA B WieH 9;

0aszaTa JaHHU, ChAbpiKalla HHPOpMAIUATA 32 PEryIaTOPHU MIPOLIECH, TTOCOUEHA B

gired 10;

Oa3ara AaHHHU, CbAbpiKalla JaHHUTC OTHOCHO XUMUKAJIUTE B U3ACIIUA WA IPOAYKTH,

IIOCOYCHU B wiieH 11;

Oasata JaHHHU, ChbAbpiKalla JaHHUTC OTHOCHO aJITCpHATHBU Ha BCUICCTBATA,

MopakIaIy 6€3MOKONCTBO, TOCOYCHH B WiieH 12;

0a3zaTa TaHHU, ChABpXKAIIA HHPOPMAIUATA 32 33ABJDKCHHSITA, TPOU3THYAIIN OT

npaBoTo Ha Chio3a B 001aCTTa HA XUMUKAJIHUTE, TIOCOYEHA B WwieH 13;

XPaHWIMIICTO HAa CTAHAAPTHH (1)OpMaTI/I U KOHTPOJIMpaHU pEYHHIIU, ITIOCOYCHO B

yiieH 14;

0a3ara maHHU 3a HH(pOpPMAIH, CBbpP3aHa C EKOJIOTUYHATA YCTOMUUBOCT, IIOCOYCHA B

e 15.

O6H_IaTa HHaTQ)OpMa 34 JaHHU CbAbpiKa NOAXOAAIa OCHOBHA U 00sICHUTEITHA

I/IH(I)OpMaI_[I/IH, 3a 1a CC YJICCHU I/IH(I)OpMI/IpaHOTO H3M0JI3BAHC HA TC3U JAHHU OT OPTraHUTEC U

0O0IIIECTBEHOCTTA.
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10.

1.

12.

13.

OpranuTte 1 00IIECTBEHOCTTA, B CHOTBETCTBHE € WieH 19, UMar jeceH u O6e3IuiaTeH JOCThIT
710 TAaHHWTE, ChIBPKaIIM ce B o0miara rmiargopma 3a TaHHU, KaKTO U 0 BCHUKH CBBP3aHU
C KOHTEKCTa JIaHHHU, TTOCOYEHU B WieH 4, maparpad 5, Oyksa B). KoraTo nanuure ca

reHepupad OT OPraHuTe, JaHHUTEC 3a KOHTCKCTA BKJIOYBAT YKa3aHHEC 3a TOBA.

Unen 20 ce mpwiiara 3a 3MOJI3BAHETO HA JAHHUTE, ChABPIKAIIM ce B 001aTa miathopma

3a JaHHU, OT OPraHUuTeC.

HaHHI/ITe, CbAbprKaln CC B 06maTa rmaT(bopMa 3a JaHHHU, CC IIPEAOCTABAT B CTAHAAPTCH

(bOpMaT " 4pE3 KOHTPOJHUpaHHU PEYHUIIN, KOraTO Ca HAJIMYHU TaKKWBa.

JlanHWTE, CHIBPIKAIIN ce B 00mIaTa miatdopma 3a JaHHHU, ca JOCTBIIHU IO eJIEKTPOHEH
BT U Morar aa opaar Tepcenn. ECHA npeanpuema Mepku 3a OCUTYpsIBaHE Ha BUCOK
CTaHJapT Ha CUTYPHOCT, CbOTHOCUM C IIPUCHIIUTE PUCKOBE 32 CUTYPHOCTTA, OPaXKAAHU
OT ChXPaHsABAaHETO HA JAHHU OTHOCHO XMMHUKAJINUTE B 001IaTa ruartdopma 3a JaHHH.
CpoTBETHUTE areHLUU OpeanpueMar Mepku B ceTpyaHuuectso ¢ ECHA, 3a na
rapaHTUpar, 4e JaHHUTE OTHOCHO XMMMKAJIUTE CE MpeaBaT [10 CUTypeH HauKH Ha o01ara
wiargopma 3a nanau. ECHA pa3paboTBa obmara ratdopma 3a JaHHU 10 HAUYUH, KOHTO

rapaHTupa, 4€ BCCKHU JOCTDBII J0 ITOBCPUTCIIHU AAHHU IMOAJICKHU HA OJUT.

Komucusara nnm Ar¢HIUUTEC, IO YUCTO PBKOBOACTBO JAHHHUTC OTHOCHO XMMHUKAJIUTE Ca
BKJIFOUCHHU B O6HIaTa nnaT(bopMa 3a JaHHH, OCTaBaT OTTOBOPHU 3a Pa3TJICKIAHCTO HA
BCHUYKH 3as4BKHU 3a JOCTHII 1O JOKYMCHTHU, OTIIPABCHU CBHITIACHO Pernament

(EO) Ne 1049/2001.
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14.

O6mara matdopMa 3a JaHHH U HEHHUTE CIISIUAIM3UPAHU YCIYTH C€ Ch3aBaT JIo ...
[Tpu TOIMHU OT JlaTaTa Ha BIM3aHE B CUJIA HA HACTOSIIIMS PETJIAMEHT ]|, OCBEH aKo €

IIOCOYEHO JPYTO.

Jlo ... [Tpu roauHM OT JaTaTa Ha BJIM3aHE B CUJIAa HA HACTOSILKA perjiaMeHT| olmiara
iardopma 3a TaHHU BKIFOYBA Hall-MajIKko HA0OpUTE OT JaHHH, TOCOYCHHU B

npuinoxenue IV.

Jlpyru cbOTBETHU HAOOPH OT ITaHHU, BKJIIOYUTETHO JaHHU OTHOCHO XUMHUKAIUTE, KOUTO Ce
reHepupaT WK MPEACTaBAT MIPEH ... [/1aTaTa Ha BIU3aHE B CHJIa HA HACTOSIIIHS
periaMeHT], ce BbBEXKIAT IMOCTEIIEHHO B 001maTa ratdopma 3a JaHHHU 1O ...

[teceT roauHM OT aTaTa Ha BJIM3aHE B CUJIA HA HACTOSIIIHS PETJIAMEHT | B CbOTBETCTBHE C
IJIaHAa 32 U3MbIIHEHHE, TOCOYEH B wieH 4, naparpad 1. JlaHHUTEe OTHOCHO XMMHKAJIUTE,
CBBP3aHHM C JIEKapCTBEHU MPOJIYKTH 32 XyMaHHA U BETepUHApHa ynorpebda, KakTo ca
orucanu B maparpad 3, OykBu a), 0) ¥ B) OT HACTOSIIUS YICH, KOUTO ca Pe3yITar OT
MPOIIEAYPH, IPUKIIIOUCHH TPEJIH ... [JaTaTa Ha BIIM3aHE B CHJIa HA HACTOSAIIUS
peraamenT]|, ce BbBEXKJAT MOCTENEHHO B o0miara rardopma 3a 1aHHU, CYUTAHO OT ...

[I_HeCT I'OJAWHHU OT AaTaTa Ha BJIIM3aHC B CHJIa HA HACTOAILINA pCFHaMCHT].

Koraro ECHA nonyuyu 1aHHU OTHOCHO XMMHMKAQJIUTE B CbOTBETCTBUE C WIEH 5,
MpUHAIJIEKAIN KbM Ha0Op OT JaHHH, KOWTO BeUe € BbBE/EH, TS MIPEI0CTaBs TE3U JaHHU

Ha pasmojioKeHue upe3 obmiaTa miargopma 3a JaHHUA B CpoK 90 THU OT MOTy4aBaAHETO.
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Ynen 4

IInan 3a usnvinenue Ha oowama niameopma 3a OaHHU U ynpasienue Ha niamgpopmama

o ... [1mecT Mecena OT JaTaTa Ha BIM3aHE B CWJIAa Ha HacTosuuA perinamenT| Komucusira
IIpUeMa upe3 akT 3a U3II'bJIHEHHE IUIaH 3a U3IbJIHEHUE, B KOMTO ce MocOuBaT HAOOPHUTE OT
JAHHU OTHOCHO XMMHUKAJIUTE, KOUTO J]a ObJIaT BbBEACHHU B 00IaTa riardopma 3a JaHHH,
KaKTO ¥ rpaduK 3a TAXHOTO BbBEXAaHe. [locneaBamuTe niaHoBe 3a U3ITBIHEHUE Ce

InpueEMart B CbOTBECTCTBHUEC CbC CUCTEMATA 3a YIIPABJICHHUEC, IIPpHUETA ChIJIACHO napar‘pa(fp 4,

Upes axT 3a u3nbeinHenue Komucusra cb3aBa v yrpasiisBa yIpaBUTEIEH KOMUTET Ha
wiatopmara, KOMTO ce ChCTOU Hai-MaJIKO OT €IMH MPEJICTAaBUTEN HA BCSAKA OT areHIIMHUTE
U OT npeacraBuTen Ha Komucusita, unidito Opoit oTroBaps Ha oOmus Opoii Ha

IpeaACTaBUTCIUTC HA BCUYKU arCHIUU.

YHpaBI/ITeJ'IHI/ISIT KOMUTCT Ha nnaT(bopMaTa NpeaoCTaBsa KOHCYJITAllUU Ha Komucwusra IIpu
IMOATOTBAHETO HA CUCTEMATA 3a YIIPABJICHUC HA O6IIIaTa HHaT(i)OpMa 3a JaHHH, ITIOCOYCHA B

naparpad 4.

Komucusra [mprueMa 4p€3 aKTOBC 34 U3IIBJIHCHUC U IIPABU HY6J'II/I‘{HO JOCTOAHUEC CUCTCMATa

34 YIOpaBJICHUC HA 06111aTa rmaT(bopMa 3a JaHHHU U BCSIKO HEHHO Mpepas3riICKAaHEC.

Koraro IMoArOoTBA CUCTEMATA 3a YIIPABJICHUC, Komucusra B3eMa npeaBua pasjiidHOTO
paBHUIIC HA OTTOBOPHOCTH Ha Kommucusra u Ha ArCHUUUTC IIPU YIIPABJIICHUCTO U

(GyHKIIMOHHMpaAHETO Ha ob1ara miatdopma 3a JaHHHU.
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5. B cucremara 3a ynpasienue Ha obmmata rniargopma 3a JaHHHM ca ONUCAHU:

a)  opraHu3anusaTa Ha OCHOBHUTE PaOOTHU CTPYKTYpH, IOJIIOMAraiiy pa3zpaboTBaHETO
U M3IBJIHEHUETO Ha ofuiara miaTgopma 3a JaHHU;

0)  M3rOTBSHETO UM IPUEMAHETO Ha IJIAaHOBE 3a M3IIbJIHEHUE Ha ol1ara miardopma 3a
JTaHHU;

B)  NPUHIMIIKTE 32 YIPABJICHUE HA JAHHUTE U HEOOXOJUMHTE CTaHAAPTHU (HOpMATH,
KOHTPOJIMPAHU PEUHULM U JIOIbJIHUTEIIHN YCIOBHS 32 MPEAOCTaBIHETO Ha o01Lara
wiargopMma 3a JaHHU Ha UHGOpMAIKs U Ha JaHHU 332 KOHTEKCTa;

I)  IpOLELypUTe 3a B3E€MaHE Ha PEIICHUs 3a pa3padOTBaHETO HA HOBU CHELMATU3HPAHU
YCIyTH U 32 BbBEXKJIAHETO HAa HOBU (PYHKIIMHU Ha oOIaTa rmiardopma 3a 1aHHHY,

1)  BCHYKHM APYTH MpaBUiia UM U3UCKBaHMS, HEOOXOIUMH 32 (PYHKIIMOHMPAHETO HA
ob1mara niaardopma 3a JaHHU U U3M0JI3BAHETO HA ChIbpPIKAILUTE CE B HEsl JaHHHU,
KaTo HalpuMep MOJIUTUKATA 32 aKTyaJlu3UpaHe, apXUBUpaHe U 3aIMYaBaHe Ha
JTAaHHH, KAKTO U PEIBT U YCIOBUSATA 3a U3I0JI3BAHE;

e) paboTara M 3abJDKCHHATA 32 PO3PAYHOCT HA CaMUsl YIPABUTEJIEH KOMUTET.
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Ynen 5

Ilomoyu om oannu 3a yerume Ha obwama niam@opma 3a OaHHu

ITo uckane na Komucusara Ar€HIUUTE OCUTYPpABAT YCIYTI'H 3a XOCTHHI' U ITOAABPIXKAT JaHHU
OTHOCHO XMUMHUKAJIUTE, FTCHEPHUPAHU KAaTO 4acCT OT IIPaBOTO, IIPOIrpaMHUTE UJIU OT
HayYHOH3CJICAOBATCICKUTC JIEHHOCTH Ha CTJIO?;a, KaKTO 1 OT IpaBOTO, IIPOrpaMUTC UJIN
HayYHOH3CJICAOBATCICKUTC JIEMHOCTH Ha HAIIMOHAIHO WJIM Ha MCKAYHApOAHO PaBHUIIIC, B
CHOTBETCTBUEC CHC CBOUTC IIPAaBOMOIIMA U BUJa HA JaHHHUTEC, C KOUTO BEUC pa3moJarar.
OcBeH TOBa arcHIUUTE Morart, B CbOTBETCTBUE CHC CBOA MaHIAT, Aa IPCAOCTaBAT yCIYyIu
34 XOCTHUHTI 1 Ja NOAAbPXKAT JAHHUTC OTHOCHO XUMUKAJIMTE, KOUTO Ca UM NTPCAOCTABCHU
OT AbPXKABUTC YICHKHU WKW APYI'U Cy6eKTI/I, BKIIOYUTCIIHO HAIMOHAJIHN ar€¢HIIUU,

HAaYYHOHU3CJICAOBATCIICKU HHCTUTYTHU U OpraHu3aliu OT TPCTU AbPIKaBU.

Koraro Komucusita unm eqHa oT areHIMUTe pasnosiara ¢ JaHHUTE Wik uHpopManusTa,
MOCOYeHH B wieH 3, maparpad 2 wium 3, Ts1 npenoctans Te3u nanau Ha ECHA, xosito ru
BBBEX/Ia B o0maTa miatdopMma 3a Janan. KoMucusiTa 1 areHIMUTE TTPEIOCTABST JTaHHUTE
i uaopmanusita Ha ECHA B crannapten ¢gopmar, Koraro uMa TakbB, 3a€HO ChC
CHOTBETHUTE JIaHHU 32 KOHTEKCTa, KAKTO € TI0COYEHO B WwieH 4, maparpad 5, OykBa B).
Korato Te3u ganau wim nHGopMaiys He ca IPeIOCTABEHH Ha Pa3MOI0KEeHHE Ha

O6HICCTB€HOCTT3 ChI''TaCHO aKTa Ha Cmosa, Kommucwusita 1 areHIuuTe Moco4YBaT TOBA.

ECHA npenocraBs yciiyru 3a XOCTUHT U TIOJIbPKa JAHHU 32 HATMYUETO Ha XUMUKAIIHU,
CBBpP3aHH ¢ MOHHUTOPHUHTA Ha paOOTHOTO MSICTO, BKIIOYUTEIHO JaHHU OT OMOMOHUTOPUHT

Ha HAaCCJICHUCTO Ha pa60THOTO MACTO.

B EAOC ce chxpaHsBaT ¥ MOAIbPKAT JaHHU OT OMOMOHUTOPHUHT Ha HACEJICHUETO, TaHHU
3a HAJIMYME HAa XMMHUKAJIU B OKOJIHATA CPe/ia U IAaHHU 3a HAJIMYUE, CBhP3aHu C KaueCTBOTO

Ha Bb3[yXa B CIpaauTe.
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CuuraHo OT ... [aTaTa Ha BIM3aHE B CUJIAa HA HACTOSILIUS PETJIAMEHT |, U3CJIeI0BATEIUTE
WJIM U3CIICJIOBATEIICKUTE KOHCOPIIMYMU, (PMHAHCHPAHU 110 JIMHUS HA PAMKOBHTE MIPOTPaMu
Ha Cbl03a WK HAIIMOHAIHU TIporpaMH, npenoctaBsaT Ha EAOC Bcuuku gjaHHU OT
OMOMOHHUTOPHHT Ha HACEJICHUETO, KOUTO Te chOupaT mim renepupar. EAOC npenocrass
yCITyTH 32 XOCTUHT Ha Te3u AaHHU. [10 OTHOIICHNE HA JAHHUTE OT OMOMOHUTOPHHT Ha
HaCeJIeHUEeTo, mpeAcTaBisaBamy JuyHu JanHu, EAOC yTo4HsBa KakbB BUJ] JaHHH TpsiOBa

Ja M ce npeaoCTaBAT.

CunraHo OT ... [1aTaTa Ha BIM3aHE B CHJIA Ha HACTOSIILUS PErJIaMeHT |, U3CIe10BaTeIuTe
WJIA U3CIIEJ0BATEIICKUTE KOHCOPIIUYMH, (PUHAHCHPAHHU T10 JIMHUS HA PAMKOBUTE IMPOTPaMHU
Ha Crplo3a, npenoctassaT Ha ECHA Bcuuku JaHHM, CBBP3aHU C €KOJIOTUYHATA YCTOMUMBOCT
Ha XUMHKaAJIM WM MaTepuaiu, KOUTo Te ceoupart uiu reaepupar. ECHA npenocrass

YCIYyru 3a XOCTUHI' Ha TEC3U TaHHH.

Komucwusita v areHIIMUTE OCUTYPSBAT HEOOXOJUMOTO TEXHUYECKO ChTPYTHUYICCTBO HA
ECHA, 3a ga cb3a1a1aT Bb3MOXKHOCTU JJAHHUTE OTHOCHO XUMHKAJIUTE, MPEOCTABEHU B
ChOTBETCTBUE C maparpad 2, aa ObAaT BbBEJACHH U MyOIMKyBaHU B o0Iara rartdopma 3a
nanau. ECHA npenoctaBs mojkpena Ha OpraHUTe U HAIIMOHAIIHUTE areHIuy, 3a /1a
YIIECHU BHBEXK/IAHETO HA JAHHUTE OTHOCHO XUMHKAIHUTE, TIPEJJOCTABEHN B CHOTBETCTBHUE C

naparpad 2.

3a nenute Ha naparpad 2 Komucusta u areniuure npeaoctaBiatT Ha ECHA 6e3 3a0aBsine
JAHHUTE OTHOCHO XUMHUKAIUTE, KOUTO TE€ ca ChOpaIy WU MOTYYHIIU, CIIe]] KaTO U3BbpIIAT
OLICHKH Ha BaJMJIHOCTTA U IOBEPUTEIHOCTTA Ha JAHHUTE B CHOTBETCTBUE C MPUIOKUMHUTE
MpaBuJjia U CJIe]l KaTO BbBEIAT ChOTBETHUS HA0Op OT JIaHHM B o011aTa miatdopma 3a

JTaHHU.

Opranurte 1 HalIMOHAJTHUTE areHIIMK, Korato npenoctasat qanHu Ha ECHA, rapanTupar,
4e Te3W JaHHU Morat Ja ObAaT U3TETISIHY, Y€ ca MAIIMHHOYETUMU U ONIePaTHBHO
chBMecTUMH. Te 00paboTBaT M BATMAMPAT JAaHHUTE TIO MOAXO A HAUUH, TIPEIH J1a TH

npenoctaBsaT Ha ECHA.
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10.

be3 na ce 3acsra uien 6, naparpag 11, Komucusita u areHiuure aeicTBar Kato
aJIMMHHUCTPATOpP Ha JaHHM 3a BCUUKU JIMYHU JaHHU, KOUTO npenoctassat Ha ECHA 3a

BBBEXKJIaHE B 0011aTa rmatdopma 3a JaHHH.
Ynen 6
Jlannu om buomoHumopuHe Ha HaceieHuemo

EAOC cvbupa nanau 0T OMOMOHUTOPHUHT Ha HACEICHUETO, TEHEPUPAHU HA TEPUTOPHSITA
Ha IbpxaBuTe, KOUTO WwieHyBaT B EAOC u chbTpynHUYAT Ha areHuusara. B cinydaii Ha
JaHHU OT OMOMOHUTOPUHT Ha HaceleHneTo Ha padbotHoTo Miacto EAOC cu chTpynHuun

¢ ECHA.

Jo ... [Tpu TOauHU OT JaTaTa Ha BIM3aHE B Cujia HA HacTosmus peryament| Komucusita
MPEXBBHPJIA BCUYKU JAHHU OT OMOMOHUTOPUHT HA HACENIEHUETO, C KOUTO pasIosara,

"Ha EAOC.

EAOC o6paboTBa JaHHA OT OMOMOHUTOPUHT Ha HACEIICHUETO, MPECTABIISIBAIIN JIMYHU

JaHHH, CaMO 3a CJICIHUTEC LCIIN .

a) OlIEHKa Ha Bb3ACHCTBUETO HA XUMHUKAIUTE BBPXY 3paBCTO HAa YOBCKA U BbPXY

OKOITHATa cpeja;
0) Habm0/IeHHE Ha BPEMEBUTE M MPOCTPAHCTBEHUTE TEHACHITUHU TIPH €KCIIO3UIIUATA;
B)  pa3paboTBaHE Ha IMOKA3aTeNM 32 PUCKOBE 3a 3[JPaBETO U 32 BH3/ICHCTBHE;
r)  MOHUTOPHUHT Ha BB3JCHCTBHETO HA PETyJIaTOpHATA HAMECA;

,[[) noarnoMarane Ha nNpeABUACHUTE B 3aKOHOAATCIICTBOTO OLICHKHU HAa PUCKA U

NpeABUACHOTO B 3aKOHOAATCIICTBOTO YIIPABJIICHHUC HA PUCKA;
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e)

)

nmoanomMaraHe€ Ha U3rorTBAHCTO HA MNOJIUMTHUKHU U CbCTAaBAHCTO HA 3aKOHOAATCIICTBO,

yJecHsBaHe Ha 00pab0TBaHETO HA TAaHHU OT OMOMOHUTOPHHT Ha HACEIEHUETO OT

Komucusta, ECHA, EOBX, EMA u EU-OSHA B choTBeTcTBUE ¢ Taparpadu 4—-38.

Komucusra 06pa60TBa JaHHHUTC OT 6I/IOMOHI/ITOpI/IHF Ha HaCCJICHUECTO, MMPECACTaBIIsABaIlU

JIMYHHU JaHHH, CaMO 3a CJICIHUTEC LCIIN .

a)

6)

OLICHKA Ha BB3/ICCTBUETO HA XUMUKAJIUTE BBPXY 3/IpAaBETO HA YOBEKA U BBPXY

OKOJIHATA Cpela;
HaOJII0ICHNE HA BPEMEBUTE M IPOCTPAHCTBEHUTE TCHICHIIMH TIPU €KCIIO3UIIUSATA,
pa3paboTBaHe Ha MOKA3aTENN 32 PUCKOBE 3a 3/IPaBETO U 32 BH3/ACHCTBHE;
MOHHUTOPHHT Ha Bb3ICHCTBUETO HA PETyJIaTOpHATA HAMECa;

OILICHKAa Ha H€06XOI[I/IMOCTT3 OT pEeryJIaTOpHHU JEUCTBUS U OIIpCACIIAHC HA

IIPUOPUTCTH 110 OTHOLICHUEC Ha TC3U ﬂeﬁCTBHH;

HU3BBPIIBAHC HA MPECABHUACHATA B 3aKOHOJATCIICTBOTO OICHKA HA PUCKA U

NpECABUACHOTO B 3aKOHOJATCIICTBOTO YIIPABJICHHUEC HA PUCKA;

NMOAKpPCIIa 3a U3TrOTBAHCTO HA MOJIMTUKU U CbCTABAHCTO HAa 3aKOHOAATCIICTBO,

BKITFOUUTCIIHO YPE3 MPOBCKAAHC HAa HAYYHU U3CIICABAHUSA 3a Ta3U LICII;

B KOHTCKCTA HaA IMPOy4YBaHUATA CbITIACHO MEXaHMU3Ma 3a TCHEpHUPAHC HA JJaHHU,

MIOCOYEH B WiEH 24, ¥ MPOYYBAHETO 32 OMOMOHUTOPHHT HA HACEJICHUETO, [IOCOYEHO B

el 25.
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5. ECHA o6pa6oTBa 1aHHM OT OMOMOHUTOPHHT Ha HACEIEHUETO, MPEICTABIABALIN JTHUYHU

JaHHH, CaMO 3a CJICIHHUTC LICIIN:

a)  OIICHKA Ha BB3JCHCTBUETO HA XUMUKAIHUTE BBPXY 3PABETO HA YOBEKA M BHPXY
OKOJIHATA Cpelia;

06) HalmoJeHHE HA BPEMEBHUTE U MPOCTPAHCTBEHUTE TEHACHIUH TP €KCIIO3UIIHATA;

B)  pa3paboTBaHE Ha IMOKA3aTeN 32 PUCKOBE 32 3[JpaBETO U 3a Bb3JICHCTBHE;

I)  MOHHUTOPHHI Ha BB3JICHCTBUETO HA PEryJIlaToOpHATa HAMECa;

1)  W3BBPIIBAHE HA MPEJBUJICHATA B 3aKOHOJIATEIICTBOTO OIICHKA HA PUCKA U
MPEIBUICHOTO B 3aKOHOJIATEIICTBOTO yIIPaBJICHHE HA PUCKA;

e) B KOHTCKCTA HaA IMPOy4YBaHUATA CBhITIACHO MEXAaHMU3Ma 3a TCHECPpHUPAHC HA JaHHU,
MOCOYEH B WIEH 24, U Ha MPOYYBAHETO 32 ONOMOHUTOPHUHT Ha HACCICHHUETO,
MIOCOYCHO B WICH 25;

)  OIICHKa Ha HEOOXOAMMOCTTA OT PETYJIATOPHH JICUCTBUS U ONPECIIsTHE Ha
IMPHUOPHUTETHU 11O OTHOIICHHUEC HA TC3U ﬂeﬁCTBHﬂ;

3)  TOJKperna 3a U3TOTBSIHETO Ha IMOJUTUKU U ChCTABIHETO Ha 3aKOHOJIATEJICTBO,
BKJIFOYMTEIHO Upe3 MPOBEXK/IaHE HAa HAYYHU M3CIICABAHUS 32 Ta3H L,

M)  yllecHsBaHE Ha 00pa0OTBaHETO Ha JaHHU OT OMOMOHUTOPHUHT Ha HACEIEHHUETO OT
Komucusita, EEA, EOBX, EMA u EU-OSHA B choTBeTcTBHE ¢ aparpadu 3, 4, 6
u’.

6. EOBX 06paboTBa JaHHM OT OMOMOHUTOPHUHT Ha HACEIEHUETO, NPEICTABIISABALIN JTUUHU

JaHHH, CaMO 3a CJICIHHUTC LICIIN:

a)

OILICHKA Ha BB3/ICVCTBUETO HA XUMUKAJIUTE BbPXY 3JPAaBETO HA YOBEKA U BHPXY

OKOJIHaTa Cpecaa;
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6) HaOmoJeHHE HAa BPEMEBHUTE U MPOCTPAHCTBEHUTE TEHACHIIUH TP €KCIIO3UIINATA;

B)  pa3paboTBaHE Ha IMOKA3aTeNH 32 PUCKOBE 32 3[JpaBETO U 3a Bb3JICHCTBHE;

I) B KOHTEKCTa Ha IPOYYBAHUATA ChIJIACHO MEXaHU3Ma 3a T€HEpHUpaHE Ha JJaHHH,
IIOCOYEH B WIEH 24, 1 Ha IPOYYBAHETO 3a OMOMOHUTOPHUHI Ha HACEJICHUETO,
IMOCOYEHO B WIeH 25;

1)  W3BBPLIBAHE HA IIPE/IBUJICHATAa B 3aKOHOJATEJICTBOTO OLICHKA HA PUCKA U MOAKpENa
3a IPEJBUIEHOTO B 3aKOHOJIATEJICTBOTO YIIPABJIECHUE HA PUCKA;

€)  OLEHKa Ha He0OXOJUMOCTTA OT PEryJIaTOpHU JAECHCTBHS U OIIpeieNIsIHE Ha
IIPUOPUTETH IO OTHOLIEHUE HA TE3U JEUCTBUS,

) MOHUTOPHUHI Ha BB3ECHCTBUETO HA perysiaTopHaTa HAMECa;

3)  HOJKpera 3a U3TOTBSIHETO HA MOJIUTUKU U ChCTABIHETO Ha 3aKOHOJIATEJICTBO,
BKJIFOYMTEIHO Ype3 MPOBEXKIaHEe HAa HAYYHU U3CIIEBAHMS 3a Ta3! LeJl.

7. EMA 00pa6oTBa 1aHHU OT OMOMOHUTOPUHT Ha HACEIICHUETO, TPEACTABISBAIIN JTUIHH

JaHHH, CaMO 3a CJICIHHUTC LICIIN:

a)

6)

1)

OlIEHKa Ha Bb3ACHCTBHUETO HA XUMHUKAIUTE BBPXY 3paBCTO HAa YOBCKA U BbPXY

OKOJIHaTa Cpelaa,
Ha6J'II-OZI€HI/I€ Ha BpEMEBUTEC U MPOCTPAHCTBCHUTC TCHACHIWHU IIPU CKCITIO3UIHATA;

HU3BBPIIBAHE HA MPEABHUACHATA B 3aKOHOJATCIICTBOTO OICHKA HAa PUCKA U MOJKPEIIa

3a IPEABUACHOTO B 3aKOHOAATCJICTBOTO YIIPABJICHUC HA PHUCKA,

OIICHKAa Ha HGOGXOI[I/IMOCTTa OT pCTyJIaTOpHHU JIENUCTBUS U ONpCACIISIHC Ha

MPUOPUTCTUTC IO OTHOICHUC HA TC3U ,Z[CI>'ICTBI/I}I;

MOHUTOPHHT Ha BB3JICCTBUETO HA PETryJaTOpHATa HaMeca;
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e)

noAKpCIia 3a U3roTBAHCTO HA MOJIMTUKU U CbCTABAHCTO HAa 3aKOHOAATCIICTBO,

BKIJIFOUUTCIIHO YPE3 MPOBCIKAAHC HA HAYYHU HU3CJICABAHUA 3a Ta3U LICJI.

EU-OSHA o6pa6oTBa 1aHHH OT OMOMOHUTOPHUHT Ha HACEICHUETO, IIPEICTABIISIBAIIN

JIMYHHU JaHHH, CaMO 3a CJICIHHUTEC LCIIN.

a)

6)

1)

)

OLICHKA HAa BB3/ICHCTBUETO HA XUMUKAJIUTE BBPXY 3/IpAaBETO HA YOBEKA U BBPXY

OKOJIHaTa Cpcaa,
Ha6J'IIOI[eHI/Ie Ha BpEMEBUTE U ITPOCTPAHCTBCHUTC TCHACHIUHU IIPHU CKCIIO3UIUATA;
MOHUTOPHUHI" HA BB3JICHCTBUETO HA peryjlaropHaTa HaMeca,

OLIEHKA Ha HEOOXOAUMOCTTA OT PETyJaTOPHU ACHCTBUS U ONPENEISIHE Ha

IMPHUOPUTETUTC IO OTHOLICHUEC HA TC3U I[€I>JICTBHH;

noArioMarade Ha nNpeaABUACHATAa B 3aKOHOAATCIICTBOTO OLICHKA HAa PUCKA U

nNpeABUACHOTO B 3aKOHOAATCIICTBOTO YIIPABJIICHHUEC HA PUCKA,

ImoAKpCIia 3a U3roTBAHCTO HA MOJIMTUKU U CbCTABAHECTO HAa 3aKOHOAATCIICTBO,

BKIIFOYUTCIIHO YPE3 MPOBCIKAAHC HA HAYYHU HU3CIICABAHMNA 3a Ta3U LICIT;

pa3pa60TBaHe Ha IIOKa3aTeJIk 3a pUCKOBC 34 3/IpaBCTO U 3a BB3ICUCTBUE.

O6pa6OTBaHeTO Ha JaHHH OT 6I/IOMOHI/ITOpI/IHF Ha HACCJICHUECTO, IPEACTaBJIABAN JINYHU

JaHHU, OT areHIuuTe Wik Komucusira 3a nenure, mocodeHu B naparpapu 3—~8 ot

HACTOAIMA YICH, HC BOAXU O CIIOACIAHEC HAa TaAKMBA JaHHU C TPETHU CTPAHHU, PA3JIMIHU OT

T€3M 10 cMHchia Ha wieH 4, Touka 10 ot Pernmament (EC) 2016/679 u unen 3, Touka 14 ot

Pernament (EC) 2018/1725.
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10.

1.

12.

13.

EAOC u ECHA npenoctaBsT myOoJu4eH JOCTHI 10 JAHHUTE OT OMOMOHUTOPHHT Ha
HACEJIEHUETO, KOUTO ChXPAHABAT WM 3a KOUTO MPENOCTABAT YCIYI'H 32 XOCTHHT, B

aHoHumusupana popma upe3 IPCHEM.

Arennuure u Komucusra geiictBaT KaTo aJMHUHUCTPATOP HA JIMYHU JAHHU 110 OTHOILLIECHHE
Ha JJAaHHUTE OT OMOMOHUTOPUHT Ha HACEJIIEHUETO, NPEICTABIISABAIIN JIUYHHU JAHHU, KOUTO
TE€ ChXpaHSBAT, 32 KOUTO MPEJOCTABAT YCIYTH 32 XOCTUHT WJIM KOUTO 00paboTBar 3a

LeTUTE, TOCOYeHH B maparpadu 3—S.

EAOC u ECHA omnpenensar nepuojia Ha CbXpaHEHHE 3a JAHHUTE OT OMOMOHUTOPHHT Ha
HaCeJICHUETO, MPEJCTABISABAIIN JUYHH JIaHHU, KOUTO T€ ChbXPaHSIBAT, KAKTO U KPUTEPUUTE,

H3II0JI3BAHU 3a Ta3u LCJI, U U3BbPLIBAT NPCIJICA HAa TO3U IICPUOA U TC3U KPUTCPUH.

3a OCJINTC Ha HACTOAIIMA YICH JaHHUTC OT 6I/IOMOHI/ITOpI/IHr Ha HACCJIICHUCTO BKJIOYBAT
JJMYHHU JAHHH, C"b6paHI/I NpCan BJIM3aHCTO B CUJIa HAa HACTOAIIWA PCTIaMCHT B

CbOTBCTCTBHUC C IIPUTIOKUMUTC IIpaBHJia 3a 3alllMTa HA JAHHUTC.

Ynen 7

Hnpopmayuonna nnamepopma 3a MOHUMOPpUH2 HA 6b30EUCMBUENMO HA XUMUKATUME

ECHA ynpagsisiBa ¥ noJjibpika, Kato yacT ot obmara miaardopma 3a nanau, IPCHEM,
ChABpIKAIlA JTaHHU 32 HAINYMETO Ha XMMHKAJIM B PAa3JIMYHU CPEAM, BKIOUYUTEIHO BOJATA,
[I0YBaTa, Bb3/yXa B 3aTBOPEHU MIOMEUICHMS, Bb3/lyXa Ha OTKPUTO, OMOTaTa, XpaHUTE U

(dbypaxxure, B YOBEIIKOTO TSJIO U B MPOAYKTH.

Jo ... [Tpu TOOUHU OT JaTaTa Ha BIM3aHE B CUJjla Ha HacTosmus periament| Komucusita
MIPEXBBPJIA JAHHUTE OTHOCHO XUMHKanuTe, chabpxaiu ce B IPCHEM, na ECHA, 3a na

ObJaT BbBEIECHU B o01IaTa niaaTgopma 3a JaHHU.
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3. Jo ... [Tpu TOauHU OT JaTaTa Ha BIM3aHEe B CUJia Ha HacTosmus periiament| Komucusita
IIPEXBBPIIA JaHHUTE OTHOCHO XUMHKanuTe, cbabpkamu ce B [IPCHEM, na ECHA, EAOC
win EOBX 3a XOCTHUHT B ChOTBETCTBHE C MaH/1aTa HAa ChOTBETHATA areHIIMs U B

CHOTBETCTBHE C YJICH 5.

4. Cren npukiIrouBaHe Ha MPEXBBPIISIHETO, TOCOYEHO B naparpad 3, korato Komucusita uim
€/IHa OT areHIMUTE MPEIOCTaBs XOCTHHT WM ChXPaHsABA JAHHU 3a HAJMYUETO HA
XMMHKAIIU ¥ CBBP3aHU C TSIX JaHHW OTHOCHO XMMHUKAIINTE, TS IpeaocTaBs 0e3 3a0aBsiHe

te3u ganau Ha ECHA, 3a na 6p1at BeBenenu B IPCHEM.

S. KoMucusita u areHIiuuTe cu ChbTpyIHUYAT Ha TexHudecko paBHulle ¢ ECHA, 3a na
Ch3Ja7aT Bb3MOXXHOCTH JJAHHUTE 3a HAINYMETO HA XUMHUKAIN U CBBP3aHUTE C TAX JaHHU
OTHOCHO XMMHUKAJIUTE, 32 KOUTO TE MPEIOCTABAT XOCTUHT WJIM KOUTO ChXpaHsBar, 1a Obaar

BBBEJICHU U MMyOIUKYyBaHU Ha o01aTta miatdopma 3a JaHHH.
6. ECHA rapanTupa, ue ganuute, cbabpxkamu ce B [IPCHEM, ca mammuaHOYeTUMEU U MOTAT
na ObJaT U3TETJISHU.
Ynen 8

Xpanunuwe na peghepenmmuu cmotinocmu

1. ECHA cb3naBa 1 ynpasiisiBa XpaHUJIHILE Ha peepeHTHH CTOMHOCTH KaTo 4acT OT od1aTa

miardopma 3a JaHHU.

2. ECHA BxutouBa 0e3 3a0aBsiHe BCsIKa peepeHTHa CTOMHOCT, IpHUEeTa 10 CUlaTa Ha MpaBHU

AKTOBC Ha C’bIO3a, MMOCOYCHU B ITPUIIOKCHUC I, B XPAHUJIIMIICTO Ha pe(l)epeHTHI/I CTOMHOCTH.
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IIo ce oTHacs 10 pehepeHTHUTE CTOWHOCTH, KOUTO HE ca MPHUETH IO CHJIaTa Ha MPaBHU
akToBe Ha Cbl03a, N30pOCHU B PUIIOKEHUE |, areHIIMUTE, KOUTO ChXpaHsIBaT WK
YCTaHOBSABAT peEPEHTHU CTOMHOCTH KAaTO YaCT OT CBOUTE JCHHOCTHU CHIVIACHO MPABHUTE
akToBe Ha Cbro3a, 30poeHu B npuioxenue I, yact 1, unu pedepeHTHUTE CTOMHOCTH,
nocodyenu B npuwioxenue I, mpenocrasst 6e3 3a0aBsHe Te3U peepeHTHU CTOHHOCTH Ha
ECHA B crannaptHute popMaTy, MpeJBUACHHU B WwieH 17, KOraro TakuBa ca HaJIMYHH, 32

1a ObJIaT BHBEJICHU B XPaHWIHILETO Ha peepeHTHH CTOHHOCTH.

3a nesnute Ha naparpad 3, Korato pe)epeHTHUTE CTOMHOCTHU Ca BKJIFOYEHU B PEr'yIaTOPHO
J0CHUe, IPEJCTaBEHO HA areHIIMUTE, areHIIUUTE CIOACIAT Te3U peepeHTHH CTOMHOCTH B
crangaptaute popmaru ¢ ECHA 6e3 3a0aBsiHe 1 clief KaTO ChOTBETHUTE OLIEHKU Ha
BaJIMTHOCTTA U TIOBEPUTEIHOCTTA OBb/1aT 3aBBPIICHU OT IbPBOM3TOYHHKA B CHOTBETCTBUE C

INPUITOKHUMHATEC IIpaBHJIA.

be3s 3ab6aBsHe ECHA BKiTI0UBa B XpaHHIIUINIETO Ha pe)epEeHTHN CTOHHOCTH BCSAKA
pedepeHTHa CTOHHOCT, KOSITO CUUTA, Y€ € OT 3HAUCHHE, U KOATO € TeHEpHpaHa KaTo Y9acT
oT nporpaMu Ha Cbl03a, HALIMOHATIHU WJIK MEXYHApOIHU POTPaMU MU OT
HAy4YHOU3CIIE0BATEIICKU AeHHOCTH U e npepoctaBeHa Ha ECHA B ctannapTHuTe

(¢bopMmatu, mocoueHu B 4ieH 17, Korato TakbB CTaHIapTEH (opMar € pa3padboTeH.
ECHA rapanTupa, 4e JaHHUTE, ChIABPKAIIN CE€ B XPaHUJIMILETO Ha peepeHTHI
CTOMHOCTH, Ca MallUHHOYETUMH.

Ynen 9

basza dannu ¢ yeedomnenus 3a uzcnedsanus

o ... [22 mecemna oT gaTtaTa Ha BIM3aHe B cuja Ha Hactosamusa pernament| ECHA cb3naBa

0a3a 1aHHU C yBeJOMJIEHUS 3a u3ciensanusd, kosito ECHA ynpasnssa.
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2. ECHA cpxpansiBa B 6a3aTa JaHHU C YBEAOMJICHHS 32 H3CJICIBAHUS JAHHUTE OTHOCHO

XUMHUKAIIUTE, 32 KOUTO TS € TOJIydnsia YBEJOMIIEHHE ChIJIACHO WIEH 26.

3. HaHHI/ITe, CbAbprKaln CC B basarta JaHHHU C YBCAOMIICHHS 3a U3CJICABAHUA, CC CHUTAT 3a

IIOBEPUTECIIHU U HE CC OIIOBECTABAT HY6J'II/ILIHO.

4. bes na ce 3acsra maparpad 7 ot HacTosIIIus WieH, korato KoMucusita wiv HIKOS OT
arenuute npenoctaiat Ha ECHA, B choTBeTCTBHE C WieH 5, maparpad 2, peructpanus,
3asBJICHHUE, YBEAOMIIEHUE UIIU JIPYTO MOAXO/AIIO PEryJaTOPHO 10CHE, BbB BPb3Ka C KOUTO
€ M0/1aJICHO YBEAOMJIEHUE ChITIACHO WIEH 26, Te 0COYBAT KOU €JIEMEHTH OT
YBEIOMJICHHETO 32 U3CJIe/IBaHe ca TIOBEPUTEIIHU, KOTaToO ce BhBEXIAT B o0mIara
wiargopma 3a qaHad. CaMo eIeMEHTUTE, TOCOYEHU KaTO TIOBEPUTEIHN B ChOTBETHOTO
3asBJICHHUE, YBEAOMIIEHUE UIIU JIPYTO MOAXO/SIIO PEryIaTOPHO 0CHE, B ChOTBETCTBHE C
pa3nopenouTe OTHOCHO TOBEPUTETHOCTTA ChIVIACHO akTa Ha Chl03a Ha MPOU3XO0J], ce
[I0COYBAT KaTO OBEPUTEIHH B YBEJAOMIIEHHETO 3a U3CJIE/IBAHE, KOTaTO CE€ BbBEXKAAT B

obmiara miardopma 3a TaHHU.

5. Koraro ECHA nonyuu, B CbOTBETCTBHE C WiieH 5, maparpad 2, perucrpaiius, 3asBiIcHHe,
YBEIIOMJICHHE WU JIPYTO TIOJIXOIAIIO0 PEryJIaTOPHO JOCHE, BbB BPh3Ka C KOETO € MO ICHO
yBenomiieHue cbriacHo wied 26, ECHA npenoctaBst 1oCcThIT Ha OOIIECTBEHOCTTA JI0
ChOTBETHATA MH(OPMAIIHSI OT YBEOMIICHUETO Upe3 o0maTa miatdopma 3a JaHHU U CIia3Ba
MMOBEPUTETHOCTTA HA €JICMEHTUTE, TIOCOYCHHU KaTO MOBEPUTEITHU B CHOTBETCTBHE C

naparpad 4 OT HACTOSIIHS YJIEH.
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6. OpraHuTe U HallMOHAJHUTE MTPaBONPUIIArallld OpraHu UMaT JOCTBII 10 TaHHUTE,
ChIBPKALIY ce B 0a3aTa JaHHU C YBEIOMIICHUS 3a U3CICABAHUSA, IIPEAU TE3U JaHHU Ja

ObJaT BbBEICHH B O0IaTa rartdopma 3a JaHHU.

7. Korato EOBX mnonyuu 3asBiienne cwriiacHo Perimament (EO) Ne 178/2002 u Bzeme
pelieHue 3a ONOBECTSIBAHE HA MIPOYYBAHUATA, IPUAPYKABAIIU TOBA 3asBJICHUE B
cboTBeTcTBHUE ¢ wieHoBe 38—39 ot Pernmament (EO) Ne 178/2002, Toit mpengocTaBs
JTAHHUTE, KOUTO C€ ChbpKAT B 0azara JaHHU, TocoueHa B wieH 326 oT PernmameHt
(EO) Ne 178/2002 u kouTo CHOTBETCTBAT Ha 3asBieHueTo, Ha ECHA 3a BbBEX1aHE B

obmrara rmiargopma 3a TaHHU.

8. ECHA u EOBX cu cbTpyaHnyar, 3a 1a OCUTYpAT 001 OIX0/ 33 HACHTH(PHIMPaHe Ha
nH(pOpMaLIKATA, 32 KOSTO ca MOIYYHIIN YBEIOMIICHHE B ChOTBETCTBUE PECIIEKTUBHO C
yieH 26 oT HacToALMS peryiaMeHT U ¢ wieH 326 ot Pernament (EO) Ne 178/2002, u
yIIECHSBAT MPOCIIEASBAHETO HA TIPOYYBAHUATA, 32 KOUTO Ca OCTHITAIIN YBEJIOMIICHHS B

CHOTBETHHUTE UM 0a3u JaHHH.

Ynen 10

Hngpopmayus 3a pecyramopnu npoyecu 0mHOCHO XUMUKATUME

1. ECHA cb3naBa u ynpasiisiBa, KaTo 4acT OT oO1iara miargopma 3a JaHHU, HOBa 0a3a
JAHHU, ChAbpXKaIIa UHPOPMAIIUS 3a PETYJIATOPHUTE MPOIECH U JICMHOCTH 32 OTACITHU
XUMUKATH WU TPYITU OT XUMHKAIHA, KOUTO Ca TUIAHUPAHHU, Ca B XOJT WIIH Ca TIPUKITIOUNITH
Clie]T BIM3aHETO B CHJIa HA HACTOSIIMS PEriiaMeHT OT AbP)KaBUTE WICHKH, HAITMOHATTHUTE
areriuu win uucrurynuute Ha Crro3a, ECHA, EAOC, EOBX, EU-OSHA wunn

KOMHTETHTE, IOCOUCHHU B MPaBHUTE akToBe Ha Chro3a, n3dpoenu B npuiioxkenue 11

PE-CONS 24/1/25 REV 1
BG

73



2. Koraro koMneTeHTHUTE OpraHu Ha IbP’KaBUTE YWIECHKHU, IOCOUYEHHU B HAKOM OT IPaBHUTE

axToBe Ha Cpro3a, n30poeHu B npuwioxenue I, pasnonarar ¢ uapopmanusTa, IOCOYCHA B

naparpad 1, re 6e3 3abaBsiHe IpeaoCTaBsT Ta3u UH(popmanus Ha areHuusara Ha Cpro3a,

OTrOBOpPHA CHIIACHO CHOTBETHUS MpaBeH akT Ha Cbro3a, mocouyeH B npuiioxenue I11. 3a

BCEKH PETrYJIaTOPEH MPOLEC WIN JICHHOCT ce BKIIOYBA Hali-MaJIKo ClIeAHaTa HHPOPMAIUS:

a)  WJICHTHUYHOCTTA HAa XUMHKaJa;

0) mpaBHUAT akT Ha Cbl03a U PETyIATOPHUAT MPOLEC, B YUHTO KOHTEKCT Ce U3BBPIIBA
JIEHHOCTTA;

B)  JIMIIETO WJIM OPTaHbBT, OTTOBOPEH 3a PETYJIATOPHUS MPOIIEC WU JEHHOCT;

I)  CTaTyChT Ha PETyJaTOPHUS MPOIIEC WU ACHHOCT;

)  PEe3yNTaThT OT PEryJIaTOPHHUsI MPOLIEC WIH JEHHOCT, BKIOYUTEIHO, KOraTo €
MIPUJIOKUMO, TIPUETH JTOKJIAaId WM CTAHOBHILIA;

€)  KOraro € mpujioKUMO, IJITaHUpaHaTa J1aTa 3a 3all04YBaHe HA PEryJaTOPHUS MPOIIEC
WJIU ICMHOCT, KaKTO U JlaTaTa Ha 3aBbPIIBAHE U MOCIEHA aKTyaIn3alys Ha
W3BBPILICHUS HAPEIBK.

PE-CONS 24/1/25 REV 1 74

BG



3. Koraro ECHA, EAOC, EOBX, EU-OSHA nnu Komucusra pasmnonarar ¢ nHpopManusra,

nmocodena B naparpad 1, Te mpempoctassat Tazu uaopmarms Ha ECHA 3a BpBex1aHe B

oOmiara rardopma 3a JaHHU B CTaHIapTHUTE (OpMaTH, IpeABUACHHU B wieH 17, 6e3

3a0aBsHE U KOTaTo € IIPUITIOKUMO, CJIC] KaTO OTIrOBOpHATa arCHIus Ui Komucusra e

HU3BbPIIWIIA OIICHKA HAa BaAJIMAHOCTTA. HpI/I npeaoCTaBsAHCTO HA Ta3U I/IH(bOpMaLII/ISI Cce

BKJIIOYBA HAal-MaJIKO clieHaTa MHPOPMALKUS 32 BCEKH PETyJIaTOpeH MpoLec WU IeHHOCT:

a)  UICHTHUYHOCTTA HA XMMHKAJa;

06) mpaBHUAT akT Ha Cbl03a U PETyNATOPHUSAT MPOLEC, B YUINTO KOHTEKCTA CE€ U3BBPIIBA
JIEHHOCTTA;

B)  JIUIETO WIH OPraHbT, OTTOBOPCH 32 PETYJIATOPHHUS MTPOLIEC WIH JCHHOCT;

I)  CTaTyChT Ha PETyJNAaTOPHUS MPOLIEC WK JEHHOCT;

)  Pe3yNTaThT OT PEryJIaTOPHHUsI MPOLEC WIH JEHHOCT, BKIOYUTEIHO, KOraTo €
IMPHUIIOKUMO, IPUCTU JOKIAAN UIJIM CTAHOBHUIIA,

€)  KOraro ¢ MpUIOXKHMO, TUIAHUPAHATA JaTa 33 3all0YBAHE HA PETyJIaTOPHUS MPOIIEC
WJIM JIEHHOCT U JIaTaTa Ha 3aBbpIIBaHE U MOCIEAHA aKTyaIn3allus Ha U3BbPIICHUS
HanpeIbK.

4. Nudopmanusra, mocouena B naparpad 3, 0ykBu a)—e), OTHOCHO KOHKPETEH PETyJIaTOpeH

mponec nin JIIEHHOCT ce npeaocTaBd Ha O6HIGCTBGHOCTT& CJIca 0(1)I/IIII/IaJ'IHOTO 3aro4YBaHe

Ha TO3H IIPOLIEC WU AEHHOCT.
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Ynen 11

ﬂaHHu OMHOCHO XUMUKAAUMeE 6 U30e/usl Uil npodykmu

ECHA cp31aBa u ynpaBiisiBa, KaTo 4acT oT o01iara mardopma 3a JanHu, 6a3a JaHHH,
ChIbpKaIla TaHHU OTHOCHO XUMHUKAJIMTE B U3JCJIHSI WIIM TTPOIYKTH, TCHEPUPAHU WUITH
MPEAOCTaBeHH KATO YacT OT MPUJIAraHEeTO Ha MpaBHUTE akToBe Ha Chi03a, TOCOUYCHHU B
npuioxkenne V. Komucusra pazpaboTBa ChOTBETHHTE CBHP3aHU PYHKIIMH Ha O6a3aTa

MaHHMU.

Koraro Komucusra unm ejHa OT areHIMUTE pasosiara ¢ JaHHUTe, IOCOYeHH B naparpad 1
OT HACTOSIIIUS WICH, T MpeaocTaBsaT Te3u nanHu Ha ECHA 3a BpBexgane B o0miara
watgopma 3a JaHHU B CTaHAAPTHHUTE (POPMATH, TIOCOUYEHH B WieH 17, Koraro ca HaJM4HH,
6e3 3a0aBsiHE U KOTaTo € MPHIIOKUMO, ClIel KaTo OTTOBOpHaTa areHuus wi Komucusira e

HU3BbpHINJIa OOCHKA Ha BAJIMJIHOCTTA.

KoraTo xomMneTeHTHUTE OpraHu Ha AbPKaBUTE WICHKH ChbXPaHsABAT JJAHHU, TOCOYCHU B
naparpad 1 ot HacTosUMS WICH, TE MOTAT J]a IPEIOCTABAT TE€3H JAHHHU B CTAHJIAPTHUTE
(dbopMaTu, mocoueHu B 4ieH 17, Korato ca HaTM4YHU, HA areHIUsATa, OTrOBapsIila ChbIrIacHO
ChOTBETHUS IpaBeH akT Ha Cbio3a, mocoveH B npuioxkenue V, wiu Ha ECHA npu nurca

Ha TaKaBa arcHIusd, KOATO MOXKE a MPEAOCTaBA YCIYIrd 3a XOCTUHT HA JaHHHUTC.

Komucusita n areHIMUTE OCUTYPSIBAT HEOOXOIUMOTO TEXHUYECKO CHTPYIHHUYECTBO HA
ECHA, 3a 1a ce gajie Bb3MOKHOCT JaHHHUTE OTHOCHO XMUMHUKAJIUTE B U3/IEIUS HIN

MMPpOAYKTH Oa 6’bIlaT BBHBCICHHU B Oazara JaHHH, TIOCOYCHA B naparpaq) 1.
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Ynen 12

ﬂaHHu 3a aimepHamueu Ha eewecmeama, nopawcdau;u be3nokoticmeo

ECHA c»3naBa u ynpaBiisiBa, KaTo 4yacT OT o0miara riardopma 3a 1aHHu, 0aza JaHHH,
ChIIbprKallla JaHHU 3a M0-0€30MacHU alTepHATUBH Ha BEUIECTBATa, MOPAXK AT
0€3MOKONCTBO, KAKTO ca onpeaesieHu B wieH 2, Touka 27 ot Pernament (EC) 2024/1781 Ha
EBponeiickus mapinament u Ha ChBeTa?!, M Ha BEIECTBa, KOUTO OTIOBAPAT Ha KPUTEPHUTE
3a KJacu(uIUpaHe B KJIACOBETE Ha OMACHOCT, IOCOYEHHU B WieH 2, Touka 27, OykBa 0) oT
BBIIPOCHUS periiaMeHT. Te3u NaHHU BKIIOYBAT IaHHU 32 AITEPHATUBHU TEXHOJIOTHH WU

Marepuraji, KOUTO HC NU3UCKBAT TaKHMBa BCUICCTBA.

Koraro Komucusita uinm e1Ha areHUMUTE ChbXpaHsBa JaHHU, IOCOYEHU B naparpad 1, Ts

npeaocrtass Te3u qaHnHu Ha ECHA 3a BpBexaaHe B oOmiaTa ruiargopma 3a IaHHH.

KoraTo komMneTeHTHUTE OpraHu Ha IbpKaBUTE WICHKH CbXPaHsABAT JaHHU, IOCOYCHU B
naparpad 1 ot HacTOsUMS WICH, TE MOTAT J]a PEIOCTABAT TE€3H JaHHHU B CTAHIAPTHUTE
(dbopMaTu, MocoYeHH B WieH 17, KoraTo ca HATMYHH, HA areHIUATa, OTTOBapSIIa ChIIIACHO
ChOTBETHUS IIpaBeH akT Ha Cbhro3a, TOCOUYEH B MPUJIOKEHHUE |, MM Mpu nurca Ha TakaBa

arcHOus1, Ha ECHA, KOATO MOXKE [1a IPEAO0CTAaBA YCIYIr'd 3a XOCTUHI HA JaHHUTC.

ECHA ynecHsiBa 106pOBOTHOTO TO/1aBaHE HA TaHHU OT 3aUHTEPECOBAHUTE CTPAHH, KAKTO

€ mocoueHo B naparpad 1.

21

Pernament (EC) 2024/1781 na EBpomneiickus napiameHT u Ha CbBeta ot 13 ronu 2024 r. 3a
Ch3jaBaHE Ha PaMKa 3a OINpEAEITHE Ha U3MCKBAHUATA 3a €KONPOEKTUPAHE 332 YCTONUNBU
poayKTH, 3a n3mMeHenue Ha JJupextusa (EC) 2020/1828 u Pernament (EC) 2023/1542 u 3a
otmsHa Ha J{upextuBa 2009/125/EO (OB L, 2024/1781, 28.6.2024 r.,

ELI: http://data.europa.eu/eli/reg/2024/1781/0j).
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Ynen 13
HUnghopmayus omuocno 3a0vidicenusima cvearacuo akmogeme Ha Cvroza

6 obnacmma Ha XUMuKaaume

ECHA c»3naBa u ynpasiisiBa, KaTo 4yacT OT o0miara riardopma 3a 1aHHu, 0aza JaHHH,
ChIbpKalia nHpopMaIHA 33 PA3MOPEIOUTE U IPABHUTE 3aIBJDKCHUS, TIPUIIOKUMH CIIPSIMO

XUMUKAIATE ChIIIACHO IPaBHUTE akTOBE Ha Chr03a, M30pOoeHH B npuiioxkenue I, gacr 1.

ECHA penoBHoO akTyanu3upa uHGoOpMaIusaTa B mocoueHata B naparpad 1 ot Hactosmus
yJieH 6a3a JaHHU, TIOHE BEAHBK TOJAUIIHO U B ChOTBETCTBUE ChC CUCTEMATA 3a

yIpaBieHHe, TOCOYeHa B wieH 4, maparpad 3.

Ynen 14

Xpanunuwe na cmanoapmuu ghopmamu 4 KOHMPOIUPAHU PEeYHUYU

ECHA c»3naBa u ynpaBiisiBa XpaHUJIHILE HA CTAaHJAPTHU (JOPMATH U KOHTPOJIMPAHH

PEYHUIIM KaTo YacT OT o0Imara miardopma 3a JaHHH.

Korarto cwriiacHo npaBauTe akToBe Ha ChI03a, N30pOEHH B IPWIOKEHHUE |, ca yCTaHOBEHH

cranfapTHu popmaTu Ha naHHM, ECHA ru BximtouBa B ob1iara ratdopma 3a JaHHU.

Koraro Komucusra umm ejHa OT areHIMUTE ONpeiens cTanapTeH Gopmar win
KOHTPOJIMPAH PEYHHUK B CbOTBETCTBUE € wieH 17 unu 18, T4 ro npegocraBs Ha ECHA 6e3

3a0aBsHe, 3a 1a Ob/ie BbBEEH B o01aTa miatdopMma 3a JaHHHU.
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Ynen 15

baza oannu 3a unghopmayus, cevpzana c ekorocuuHama yCmoudugocm

Jo ... [1mecT ronvHu OT JaraTa Ha BiM3aHe B cuila Ha HacTosius periaamenT | ECHA
Ch3/1aBa, KaTo YacT OT obmiara miaTdopma 3a TaHHH, 0a3a TaHHU, KOATO ChIbpKa TaHHH,
CBBP3aHM C EKOJIOTMYHATA YCTOWYMBOCT U KOSTO pasmoiiara ¢ GyHKIIUUTE, IPOCKTHPAHU B

cboTBeTCTBUE ¢ maparpad 4, u kosto 6a3a qanuu ECHA ympasiisiBa.

Koraro Komucusra ninm eqHa areHuuuTe NpeaocTaBsi XOCTUHT WIM CbXpPaHABa JaHHH,
CBBP3aHHU C €KOJOTUYHATA YCTOMYMBOCT, TS MpeaocTaBs Te3u nanau Ha ECHA 6e3
3abaBsiHE 3a BbBEXJaHE B 0a3ara JaHHU 3a HH(OpMAIHs, CBbp3aHa C €KOJIOTUYHATA
YCTOHYMBOCT, ciie] kaTo KoMucusita mim areHuusra, KosiTo IpeocTaBs XOCTUHT WU
ChXpaHsBa TE€3H JIaHHU, € 3aBbPIINIIA, KOTaTO € YMECTHO, OLICHKaTa Ha BaJIMIHOCTTA U
noBepuTeaHocTTa. OCBEH TOBA AbP)KAaBUTE WIEHKU WU IPYTU CyOSKTH, BKIIOYUTEIHO
HAIlMOHAJIHU areHIMH, HAyYHOU3CIIEI0BATEICKU NHCTUTYTU U OPraHu3alliy OT TPETU
IbpXkKaBu, Morar fa npeacrasiat Ha ECHA nanHu, cBbp3aHM ¢ €KOJIOrMYHATa YCTOMYMBOCT.
Komucusra 1 areHIuuTe OCUrypsBaT HEOOX0IMMOTO TEXHUYECKO ChTPYIHUYECTBO Ha
ECHA, 3a na ce 1ase Bb3MOKHOCT 32 BbBEKIAHETO HAa TE€3U JaHHU B 0a3zaTa JaHHU 32
nH(popmalys, cBbp3aHa ¢ ekosornyHata ycroiunBoct. ECHA npenocrasst Heobxoanmara

moaKpCIia Ha Komucwusra u ArcHOUUTEC, 3a J1a YICCHH BbBCKIAHCTO HA TE3U JaHHU.

Koraro cbriacHo unen 5, naparpa¢ 6 u3cieqoBaTeanTe Uil U3CIe10BaTEICKUTE
KOHCOpIUYMH, (PMHAHCUPAHU TI0 TUHUS Ha paMKOBUTE nporpamu Ha Cblo3a, MPeI0CTaBsIT
Ha ECHA BcsikakBM JaHHM OTHOCHO €KOJIOTMYHATa YCTOMYMBOCT HA XMMHUKAIU WIH
Marepuaiu, KOuTo croupar unu reaepupat, ECHA BbBexx1a Te3u naHHM B 0a3aTa TaHHU

3a nH(opmalys, CBbp3aHa ¢ €KOJIOrMyHaTa YCTOWYUBOCT.
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Jlo ... [Tpu TOOUHU OT JlaTaTa Ha BIM3aHE B CUJia Ha HacTosmus perniament| Komucusira,
ClIe]] KOHCYNITAIUS C AbPKaBUTE WICHKH, pa3paboTBa PyHKIMK HA Oa3aTa JaHHU U
OTpesieNisi ChIECTBYBAIIUTE HAOOPH OT JTaHHU OTHOCHO XMMHUKAIIUTE, CBbP3aHU C
€KOJIOTUYHATa YCTOMYMBOCT, pa3JIMYHU OT JaHHUTE, ocoyeHu B naparpad 2. ECHA

npeaocCTaBsa yCIYTry 3a XOCTUHI U MOAAbPIKA TC3U JaHHU.

Ynen 16

Usnonzeane Ha npemunanu peyeHzus nyoauKy8aHu OaHHU Om U3C1e08aHUs.

Komucusara n AIrCHOUUTEC HACHhpUYaBaAT p33pa6OTBaHCTO " U3IOJ3BAHETO HA MHCTPYMCHTHU U
IMPAKTUKH, YJICCHABAIU U3IIOJI3BAHCTO HA NIPECMUHAIN PCLUCH3UA Hy6JII/IKYBaHI/I JaHHHU OT
H3CJICABaHM B PEryjlaTOPHUTC OUCHKH Ha XUMUKAJIUTC, BKIIFOUUTCIIHO ITPAKTUKHA 3a
pa3pa60TBaHe H U3II0JI3BAHC HAa CTAHAAPTHU 3a NOKJIa/IBAHC 3a TaAKWBA JaHHH, KAKTO U
HHCTPYMCHTH 34 TbPCCHEC, CKPUHUHI" U U3BJIMYAHEC HAa CbOTBETHUTC ITPEMHHAJIN PCIICH3US

HY6J'II/IKYBaHI/I JaHHH OT U3CJICABAaHUA.

Koraro Komucusita unm eqHa oT areHUMUTE y4acTBa B pa3pab0TBaHETO HA HHCTPYMEHTUTE
U IPaKTUKUTE, HocoueHu B naparpad 1, Komucusrta u areHnuure cu oka3BaT TACHO

ChbTPYAHHUYCCTBO U NPCAOCTABAT ITOMOII] 110 I_IeJ'IeC’bO6p33HOCT.
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I'nasa III

Crangaptau GopMaTH M KOHTPOJIUPAHU PeYHUIH

Ynen 17

Cmanoapmuu popmamu

1. be3 na ce 3acsrat pasznopenoure Ha Cbro3a OTHOCHO pa3pa00TBAHETO WM IPEAOCTABSIHETO
Ha Gopmaru Ha gaHHuTe, KomMucusaTa 1 areHIMKUTE ONPEeIIAT, KOraTo € yMecTHO, 3a
JAHHUTE, TTOCOYEHH B WieH 3, maparpadu 2 u 3 u nomajaaniy B 00XBaTa Ha TEXHUTE
[IPaBOMOIIIMSI, CTAaHAAPTHU (popMaTH U COPTYEPHU NAKETU U T IPEJOCTABST OE3IIIaTHO

ype3 obmaTa riargopma 3a TaHHH.
2. [Tpu crannaptHUTE opMaTu TpsiOBa, JOKOJIKOTO € Bb3MOXKHO:
a)  J1ace u305TBa U3IOJI3BAHETO HA 3AIIUTEHU C aBTOPCKH IpaBa CTaHIAPTH;

0)  [1a ce U3IOJI3BAT IOBTOPHO CHIECTBYBAIINTE (POPMATH HA JAHHUTE WIHM HA YacTH OT

TSIX;

B)  jace usnomsBar popmature Ha OVCP nim apyru MexayHapoJHO JOIOBOPEHH

¢dbopmaru;
I)  J1a ce OCHTypsiBa ChIJIaCyBaHE C APYTH OTHOCUMH (DOpMaTH Ha TaHHUTE;

)  Jla ce OCUTypsiBa ONEpaTHBHA ChbBMECTHUMOCT ChC ChIIECTBYBAIIUTE MPOLIETYPH 32

npeaoCTaBAHC HA JaHHU.

3. CTaHI(apTHI/ITC (I)OpMaTI/I Ca ONnepaTuBHO CbBMCCTUMU C 06H_[8.Ta nﬂanbopMa 3a JaHHH U Ca

yA00HU 3a MOJI3BaHe.
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4. OpranuTe WM HAIIMOHAHUTE areHIMu OOMEHST JaHHUTE, ChIbPIKAIIK Ce B 00IIaTa

wardopma 3a 1aHHU, B ChOTBETHHSI CTaHIapTEH opMmar.

5. Komucusta n arennunte nu3noi3Bat ¢popMara Ha MEKIyHapOIHATA yeTHaKBeHa 0aza
nanHu 3a xumuuecka nadopmanus (IUCLID), 3a na npenoctasatr Ha ECHA 3a BpBex1ane
B oOmmaTa miuatgopma 3a JJaHHU ChOTBETHUTE YACTH OT JIOCHETATa ChIIIACHO CICTHUTE

npaBHU akToBe Ha Chlo3a:

a)  Permament (EO) Ne 1831/2003 na Esponelickus napnamenT u Ha ChBera??;

6) Permament (EO) Ne 1935/2004 na Esponeiickus napaament u Ha Cheera??

>

B)  Permament (EO) Ne 1331/2008 na EBponeiickus nmapnament u Ha CheTa??;

r)  Permament (EO) Ne 1332/2008 na EBponeiickus nmapnament u Ha ChBeTa®s;

= Pernament (EO) Ne 1831/2003 na EBponeiickus napiameHT 1 Ha CbBeTa OT

22 centemBpu 2003 1. OTHOCHO JT0OABKH 3a M3MOJ3BaHE MTPU XPAHEHETO HA KUBOTHUTE
(OB L 268, 18.10.2003 r., ctp. 29, ELI: http://data.europa.eu/eli/reg/2003/1831/0j).
Pernament (EO) Ne 1935/2004 na EBponelickus napiameHT u Ha CbBeTa OT

27 oxktomBpu 2004 r. OTHOCHO MaTEPUATIUTE U MIPEAMETUTE, NIPEAHAZHAUYECHH 32 KOHTAKT C
xpanu, u 3a otMsaHa Ha Jupextusu 80/590/EMO u 89/109/EMO (OB L 338, 13.11.2004 r.,
ctp. 4, ELL http://data.europa.eu/eli/reg/2004/1935/0j).

Pernament (EO) Ne 1331/2008 na EBponelickus napiameHT 1 Ha CbBeTa OT

16 nexemBpu 2008 T. 32 ycTaHOBsIBaHE Ha 00IIa pa3pelIuTesHa Mpoleaypa 3a 100aBKUTE B
XpaHUTe, CH3UMHTE B XpaHUTE U apomatu3zanTute B xpanute (OB L 354, 31.12.2008 r.,
ctp. 1, ELL http://data.europa.eu/eli/reg/2008/1331/0j).

Pernament (EO) Ne 1332/2008 na EBponelickus napiameHT 1 Ha CbBeTa OT

16 nexemBpu 2008 r. OTHOCHO €H3UMUTE B XPAHUTE U 33 U3MEHEHHUE Ha

Hupextua 83/417/ENO na Coeta, Pernmament (EO) Ne 1493/1999 na Coaera,
Hupextusa 2000/13/EO, Qupexktusa 2001/112/EO na CnBeta u Pernmament (EO) Ne 258/97
(OB L 354, 31.12.2008 r., ctp. 7, ELI: http://data.europa.eu/eli/reg/2008/1332/0j).

23

24

25
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n)  Permament (EO) Ne 1333/2008 na EBponeiickus napnament u Ha CheTa®®;
e)  Permament (EO) Ne 1334/2008 na Esponeiickus napiaament u Ha Cbeera?’;
k) Permament (EO) Ne 1223/2009;

3)  Permament (EC) Ne 234/2011 na Komucusra®®;

u)  Jlupextusa 2009/48/EO na Esponelickus napnament u Ha ChBera?’;

i)  Permament (EO) Ne 1107/2009;

k)  Permament (EO) Ne 396/2005 na Esponetickus napaamenT u Ha Coaera®’.

26

27

28

29

30

Pernament (EO) Ne 1333/2008 na EBponeiickus napiaameHT u Ha CbBeTa OT

16 nexemBpu 2008 r. oTHOCHO M006aBKuTe B xpanute (OB L 354, 31.12.2008 r., cTp. 16,
ELI: http://data.europa.eu/eli/reg/2008/1333/0j).

Pernament (EO) Ne 1334/2008 na EBponelickus napiameHT 1 Ha CbBeTa OT

16 nexemBpu 2008 r. OTHOCHO apOMATU3aHTUTE U ONPENEICHU XPAHUTEIHHU ChCTaBKHU C
apoMaTH4YHU CBOICTBa 3a BJIaraHe BbB WJIM BbPXY XpaHU U 3a U3MEHEHHe Ha PeriiamMeHT
(EMO) Ne 1601/91 na CoBera, pernamentu (EO) Ne 2232/96 u (EO) Ne 110/2008 u
Hupextusa 2000/13/EO (OB L 354, 31.12.2008 r., cTp. 34,

ELI: http://data.europa.eu/eli/reg/2008/1334/0j).

Pernament (EC) Ne 234/2011 na Komucusita ot 10 mapt 2011 r. 3a npunarane Ha
Pernament (EO) Ne 1331/2008 na EBponetickust mapnameHT 1 Ha CbBeTa 3a yCTaHOBSIBaHE
Ha 00111a pa3pemnmTeNIHa MPoIeaypa 3a J00aBKUTE B XPaHUTE, EH3UMHUTE B XPaHUTE U
apomatuzanTute B xpanure (OB L 64, 11.3.2011 r., cTp. 15,

ELI: http://data.europa.eu/eli/reg_impl/2011/234/0j).

Hupextusa 2009/48/EO na EBponeiickus napinamenT u Ha CbBeta oT 18 ronu 2009 r.
OTHOCHO Oe3omacHocTTa Ha aerckute urpadku (OB L 170, 30.6.2009 r., cTp. 1,

ELLI: http://data.europa.eu/eli/dir/2009/48/0j).

Pernament (EO) Ne 396/2005 na EBponeiickus napiameHnT u Ha CbBeTa OT

23 ¢eBpyapu 2005 r. OTHOCHO MaKCHMATHO AOMYCTUMHUTE TPAHUIU HA OCTATHYHH BEIIECTBA
OT MECTUIMIN BbB U BbPXY XpaHU WK (QypaxKu OT paCTUTENIEH WIH KUBOTUHCKH ITPOU3XO0/
u 3a uamMenenue Ha {upextuna 91/414/EMO na CwBeta (OB L 70, 16.3.2005 ., cTp. 1,
ELI: http://data.europa.eu/eli/reg/2005/396/0j).
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Komucusra u areHIMUTe CH ChTPYIHUYAT NPH YCTAaHOBSIBAHETO HA CTAaHAAPTHU (opMard,
3a J1a rapaHTUpAaT, 4e Te ca ChIVIACYBAaHU C IPYTU OTHOCUMH (popMmaTu U ca OlepaTHBHO
CBhbBMECTHMH ¢ 001aTa 1ardopMa 3a JaHHHU U ChC ChLIECTBYBAILLUTE MIPOLETYPH 3a

npeaoCTaBsAHC HA JaHHU.

Komucusra u AarCHUUMUTC IpeanpruemMar HCOGXOI[I/IMI/ITC " IOAXO A1 MEPKH, 3a 1a
HaGJIIOZ[aBaT 1 YCTAaHOBABAT HA paHCH €Tall BCAKO IMMOTCHIUAIIHO PAa3JIMUUC MCKAY
(bOpMaTI/ITe Ha JaHHHUTEC, KOCTO 01 MOrJI0 Ja JOBEAC N0 HpO6HCMI/I C OoIi€paTUBHATa
CBBMECTUMOCT. AKO 6’BI[C YCTAaHOBCHO pa3Inuuec MCXKIY (bOpMaTI/ITe Ha JaHHUTEC,
CbOTBCTHUTC arcHUUH CU CHbTPYAHHUYAT 3a U3YUCTBAHCTO MY UJIU, aKO PA3JIMIUCTO €
O60CHOBaHO, 00sicHABAT IMPUYIUHUTC 3a HETO. Koraro croTBeTHUTE ar¢Hiuu HE ca B
CbCTOAHUC Ja U3YUCTAT Pa3JIUINUCTO, TC U3TOTBAT CbBMCCTCH OOKJIAA U I'0 IIPCACTABAT Ha
Komucusra. B JOKJIaaa sACHO €€ IOCOYBAT IMPUYMHHUTE 3a pa3JINIUCTO, U3ACHABAT CC
BCHYKH OCHOBHHU TCXHHYCCKH HpO6JI€MI/I " CC IIpaBU NPCIJIOKCHNUEC 3a OTCTPAHABAHC HA

pa3IUuUeTo.

Komucusra IIprueMa aKT 3a U3IIbJIHCHHUC, 3a 1a OTCTPAaHU Pa3JIMYHUCTO, IIOCOUYCHO B

naparpad 7.

Ynen 18

Koumponupanu peunuyu

KoMucusita u areHIMuTe Ch37aBaT U PEIOBHO AKTYaIU3UPAT KOHTPOIUPAHU PEUHUIIN B
paMKHUTE Ha CBOMTE IPABOMOIIINS 32 JAHHUTE, TOCOUEHH B wieH 3, maparpadu 2 u 3,

KOTaToO TOBa € YMCCTHO.

Komucusara u Ar€cHUOUUTC JaBaT NPHUOPUTET HA Chb3AaBaAHCTO HA KOHTPOJIUPAHN PEUYHUIHA 3a

UIeHTUQUIMpPaHE Ha XUMHUKAIN U XapaKTepU3upaHe Ha TEXHUTE (GOpMHU.

PE-CONS 24/1/25 REV 1

84
BG



3. IIpu cp3naBaHeTO Ha KOHTPOJIMpaHU peuHulM KoMucusTa u areHIuure:

a)  HW304rBaT M3MOJI3BAHETO HA 3AIUTEHU C aBTOPCKHU MpaBa KOHTPOJIHUPAHU PEUHHUIIH,

JOKOJIKOTO € Bb3MOKHO,

6) H3I10JI3BAT ITOBTOPHO CHIICCTBYBAIIIU I/I,I[eHTI/I(bI/IKaTopI/I Ha BEUICCTBa U

KOHTpOJIMpaHU PEYHUIN WM YaCTH OT TAX, JOKOJKOTO TOBA € Bb3MOIKHO,

B)  wu3noi3Bar koHTponupanu peunur Ha OVCP unu apyru MexyHapo1Ho

AOT'OBOPEHU PCUHHIIN, TOKOJIKOTO € Bb3MOXKHO,

r) OCUTypsBaT MOCICAOBATCIIHOCT C APYI' CbOTBETHU KOHTPOJIUPAHU PEYHUIH,

BKJIFOUMTEIHO Ype3 U3TOTBSIHE HA TaOJUIU Ha ChOTBETCTBUETO.
4. KoHnTponupanuTe pedHuIy ca ornepaTuBHO ChbBMECTHUMH € oOl1aTa rniaaTgopma 3a JaHHU.
5. Koraro ca ch3aieHu KOHTposupanu peunuiy, Komucusara u areHuuure:

a)  TH NpeAocTaBAT Oe3IIaTHO upe3 obmiaTa miargopMa 3a TaHHU KaTo HabopH OT

JaHHU CBC CBO6OI[€H JOCTBII, HOIIHOMaI“aI\/JIKI/I IMOBTOPHOTO UM M3IIOJI3BAHE,

0) TU BBBEXJAT BbB BCEKU coTyep Wi 1mabIoH 3a MmojgaBaHe Ha HH(GOpMAITUs, KOHTO
TpsiOBa /1a ce U3MO0JI3Ba OT HOCEIIUTE OTTOBOPHOCT JIUIIA CHIJIACHO MTPABHUTE AKTOBE
Ha Cpro3a, n30poeHu B npuiioxenue I, yact 1 u nocouenu B wieH 3, naparpad 2;

KaKTO U

B)  T'M M3M0J3BaT IpH OOMEHA Ha JAaHHU MTOMEXKIY CU upe3 oluiara miargopma 3a

JTaHHU.
6. Komucusita n areHIuHUTE CU ChTPYIHUYAT MPU CH3/1aBAaHETO HA KOHTPOJIUPAHUTE PEUHHUILIH.
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7. Komucusara u areHIuuTe npeanpuemMar HeoOX0IMMHUTE U MOAXOISAIIN MEPKH, 32 J1a
HaOJII0AaBaT M YCTAHOBSIBAT HA PAaHEH €Tall BCAKO MOTEHIMATHO Pa3iInyie MExXIy
KOHTPOJIMPAHUTE peUHULIU. AKO ObJie YCTAHOBEHO pa3inune MEX1y KOHTPOJIUPAHUTE
PEYHULM, CbOTBETHUTE Ar€HIUN CU CHTPYAHUYAT 33 U3UMCTBAHETO MY WJIU, aKO
pa3nuyreTo € 000CHOBAaHO, OOSCHSIBAT MPUUMHHUTE 32 HEr0. Korato chOTBETHUTE areHIUU
HE ca B CbCTOSIHUE J]a U3UUCTAT TOBA pa3iNyne, T€ U3TOTBAT CbBMECTEH JI0KJIaA U I'O
npeacrasaT Ha Komucusra. B nokiiajga sicHoO ce moco4yBaT IPUYUHUTE 32 Pa3IMUUETO,
U3SICHSIBAT C€ BCUYKU OCHOBHU TEXHUYECKH MPOOJIEMH U C€ MPaBU MPEATIOKEHUE 3a

OTCTpaHsABAaHC HAa Pa3JIM4YUCTO.

8. KoMucusita npuema akT 3a U3I'BJIHEHUE, 32 1a OTCTPaHU pa3IndusiTa.

I'nmaBa IV

HOBepI/ITeJIHOCT H U3I10JI3BAHEC HA JAHHUTEC OTHOCHO XMMHUKAJIUTE

Ynen 19

Ilpasa Ha docmwvn u npo3paunocm

1. bes na ce 3acsra Permament (EO) Ne 1049/2001, oGmiecTBEHOCTTa MMa IOCTHIT O BCHUKH
JTAaHHU OTHOCHO XMMHKAJIUTE, ChIbPIKAIM ce B 0011aTa miatdopma 3a JaHHH, C
M3KJIIOUYEHUE Ha JaHHUTE, 3a KOUTO B ChOTBETCTBHE C UjieH 5, maparpad 2 oT HacTOALIUS
pErIaMeHT € OCOYEHO, Ue HE ce MPEIOCTaBAT Ha OOIIECTBEHOCTTA ChIVIACHO aKTa Ha

Cpr03a Ha TPOU3XO/.
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OpFaHI/ITe HUMaT JOCTHII O BCUYKU JaHHU OTHOCHO XUMHUKAIUTC, ChbAbpiKallln CC B 06111aTa
HJIaT(bOpMa 3a JaHHH, BKIIIOYUTCIIHO JO JAaHHUTEC, 3a KOUTO B CbOTBCTCTBUC C YJICH 5,
naparpa(b 2 or HAaCcTOAIIMA PpEriIaMEHT € ITOCOYCHO, Y€ HE CC ITPCAOCTABAT HA

O6H.[€CTB€HOCTTa chriracHo akta Ha Cpro3a Ha IIpOU3X0n.

OpranuTte npeanpueMaT HEOOXOAUMHUTE MEPKH, BKIIFOUUTETHO MEPKH 32 CUTYPHOCT, 32 Ja
rapaHTupar, ue nHpOpMaIusATa, ChIbpxKalla ce B o0mara rargopma 3a JaHHH,
0003HauYeHa B ChOTBETCTBHUE C WieH 5, nmaparpad 2 karo nHbopMaIys, KOsSTO He ce
MPeOCTaBs Ha OOIIECTBEHOCTTA ChIVIACHO akTa Ha ChI03a Ha MPOU3XO0J], HE CE IPEIOCTaBs

Ha 00IIIeCTBEHOCTTA.

Ynen 20

HUsnonzeane na oannume omuocHo Xxumukaniunmie, debp:)fcamu ce 6 o6mama nﬂamqbopma 3a OAHHU

OpraHHTe MOXKC Aa U3I0J3BAT JAHHUTC OTHOCHO XUMHUKAJIUTEC, CbAbpPiKalllu CC B O6H_[8.Ta
HJIaT(l)OpMa 3a JaHHHU HUJIK B Oazata JaHHU C YBCAOMIICHHS 3a U3CJIICABAHUA, IIOCOYCHA B
YJICH 9, IIpU U3ITBJIHCHHUECTO HA BCUYKH CBOU I[GﬁHOCTPI, KOTaTO T€3HU JCHMHOCTH MOAIIOMarat

p33pa6OTBaHCTO, IpUIaraHeTo Wik U3IbJIHCHUCTO Ha ITPABOTO M ITOJIMTHKATA Ha Cnro3a.

OpranuTte He TpsiOBa Ja U3MON3BAT JAHHUTE OTHOCHO XUMHKAIHUTE, ChIBPXKAIIN CE B
oOmaTa rutatrgopMma 3a IaHHU, 32 U3MIBIHCHUE Ha KAKBUTO U J]a OUIIO TIPaBHU 33 IbJKEHUS
Ha HOCEIIUTE OTTOBOPHOCT JIMIIA, C U3KITIOYCHUE Ha OLIEHKAaTa Ha MBJIHOTATa Ha IAHHUTE
OTHOCHO XMMHKAJIUTE, MPEIOCTABEHU OT HOCEIIUTE OTTOBOPHOCT JIMIIA, U KOTaTO
JeificTBaIInTe pa3nope0u MpeaBUkKaIaT 0OMEH U U3MOI3BaHe HA JaHHU OTHOCHO

XUMUKAJIUTE ChITIACHO IIPABHUTEC aKTOBC HA C’LIO3a, I/I36p06HI/I B IIPHUJIOKCHUC L
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3. Koraro u3non3Bar JaHHH OTHOCHO XUMHUKAJIUTE, ChIBPIKAIlK ce B o0I1ara miatgopma 3a
JaHHU, KOUTO €a MOCOYEHHU ChIVIACHO WieH 5, maparpad 2 KaTo JaHHU, KOUTO HE ce
IIPEJOCTaBAT Ha OOIECTBEHOCTTa, OPraHUTE Cla3BaT TOBa 0003HAUCHHUE U HE PA3KPUBAT

TC3U JaHHHU HY6J'II/I‘IHO 0e3 ChrIacHeTo Ha II'bPBOU3TOYHHUKA.

I'maBa V

Pamka 3a MOHUMTOPHUHI X1 IIEPCIICEKTUBU BbB BPb3Ka ¢ XUMHUKAJIUTE

Ynen 21

Pamka om nokazamenu

1. EAOC u ECHA, B cprpynuuuectBo ¢ EObX, EMA, EU-OSHA u Komucusra u cien
KOHCYJTAIUS C IbPXKABUTE YICHKH, Ch3/1aBat, yIpaBisiBaT U aKTyaIUu3UpaT, KOrato €

uenec1306pa3H0, PaMKa OT IMOKa3aTCJIu 3a:

a) MOHHUTOPHHI' HAa XUMHWYCCKOTO 3aMBbpPCABAHC MPE3 LUECINA )KU3HCH IUKBJI HA

XUMHKaJ1a, BKIFOYUTCIHO CMHUCHUTC, HAJIMYUCTO U CKOJIOIr'MYHaTa CLI[6a;

6) MOHHUTOPHHI HA ABUKCHIATC (1)aKTOpI/I U BB3JICHCTBUATA HA €KCIIO3UIMATA Ha

XUMHKAJIN, KaKTO 1

B)  M3MepBaHE Ha €PEKTUBHOCTTA Ha MpaBoTO Ha ChI03a B 00J1aCTTa HA XUMHUKAJIUTE U

Mpexo/ia KbM MPOU3BOJICTBO Ha 0€30MACHU U YCTOMYMBU XUMHKAIIH.
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PamkaTa oT moka3saTeiu, KOraro e Iejiecbo0pa3Ho U IOKOJIKOTO € Bh3MOXKHO, BKJIFOUBA
arperupaH TEPUTOPHAJICH MIOKA3aTel 32 PUCKa, KOWTO Ja ce HaOJr01aBa BbB BPb3Ka C

EKCIIO3HIIMATA Ha HACEIICHUETO Ha OT/ICIIHA XUMHUKAJIA U Ha MHO)KECTBO XMMHKAJIH:
a)  BpPEMEBH M IIPOCTPAHCTBEHU TCHJICHIIMY MPH TaKaBa CKCIIO3UIIHUS;
0)  pHCKOBE 3a 3JpaBETO, CBbP3aHU C TaKaBa SKCIIO3UIIHS.

Pamkara ot mokasarenu € JocThIHA o7 popMmaTa Ha HHPOPMAITMOHHO TabJI0 ¢
nokazatenu, koeto EAOC cb3naBa u koeto ECHA npenoctaBst Ha 00IIECTBEHOCTTA Upe3

obmara rargopma 3a IaHHH.

Ynen 22
Cucmema 3a panno npedynpexcoenue u 3a oeucmeue

6816 6PB3KA C HOBOBB3IHUKBAWU PUCKOBE, nopodeﬂu om xumuxkaiu

Ho ... [enHa roauHa OT JaraTa Ha BiM3aHe B cwila Ha HacTosiuus periament] EAOC
ch3zaBa cucreMa Ha Cbhio3a 3a paHHO MIPEAYIPEKICHUE BHB BPh3Ka C HOBOBB3HUKBAIIIU

PHUCKOBE, IOPOJEHHU OT XUMUKaIH, KosTo cucreMa EAOC ymnpasisisa.

3a nenute Ha naparpad 1 EAOC cb0upa 1aHHU 3a CUTHAIM 332 PAHHO MPEIyIpexIeHue,

KOUTO BKJIFOUBAT Hali-MaJIkO CUTHAJIH OT:
a)  wMmpexara Ha EOBX 3a o6meH Ha nH(popMalins 3a HOBOBb3HUKBAIIN PUCKOBE;

0) HaIMOHAJIHU CHCTEMH 3a PAHHO MPEAYIPEKICHUE;
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B)  JaHHH, KOUTO ce chbxpaHsaBaT oT EAOC, BKIIOUNUTETHO JaHHU OT paMKaTa OT

IIOKAa3aTelIM, IOCOUYCHA B WwicH 21;
I)  IEeJIEeBU ThpCCHHs B MyOnukanuu, u3Bbpiiean ot EAOC;

n)  ganay, npegoctaBeHu ot ECHA, EOBX, EU-OSHA u EMA B chOTBETCTBHUE C
naparpad 3;

€)  CBhOTBETHHUTE HabOpH OT JaHHM OT KaTayiora Ha EC Ha HabopuTe OT JaHHU, U3TOTBEH

cbraacHo wieH 79 ot Pernament (EC) 2025/327,
’K)  OTHOocMMa MH(oOpMaIus, MPOU3THYAIIA OT MpUIaraHeTo Ha mpaBoTo Ha Chio3a.

Curnanure 3a paHHo npeaynpexaeHue, cbopanu or EAOC cbriacHo mbpBara ajvHes,
MOJKE JIa C€ OCHOBABAT Ha IMOJIOKUTEIIHO UACHTU(UIMPAHE HA HOBOBB3HUKBAIL PUCK WIIH
Ha HEOINpeIeJCHOCT B JAHHUTE, BOJIEINA 10 MOTEHLUAIHO MTO0JIOKUTEIIHO HACHTUDHUIIUPaHE

Ha HOBOBB3HUKBAIIl PUCK.

3. ECHA, EOBX, EU-OSHA u EMA unentudgunupar u cb0upar CbOTBETHUTE HATMYHU
JTAaHHU 3a CUTHAJINTE 33 PAHHO MPEAYIPEKICHUE OT 00JIaCTUTE, TONAAU B TEXHUTE
CBhOTBETHU IPAaBOMOILUS, U IPEAOCTABAT Te3U NaHHU Ha EAOC, BKIIOUUTETHO JaHHUTE,

MOJIYYCHHU CBIVIACHO HACTOAIIUSA PCTIIAMCHT.
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4. EAOC u3rotBst roguiieH J0KJIajd, B KOMTO 00001aBa 1 aHAIH3Upa JaHHUTE 32 CUTHAJIUTE

3a paHHO MpeaynpexaeHue, Ch0panu B CboTBeTCTBUE ¢ aparpadu 2 u 3. [IbpBuAT noKIaq

CC U3roTBA A0... [H_IGCT MEC€la OT Kpas Ha IbpBaTa KaJICHAApHA I'oJuHa CJIE€A BJIM3aHETO B

cuna Ha Hactosmus persiameHT]. EAOC npeacraBs To3u I0KJIa1 Ha opraHute. B cpok ot

ACBCT MECCla OT MPCACTABAHCTO HAa BCCKU I'OAWIICH JOKJIa[ OPraHUuTe 0OMUCTAT

npeaAnprueMalHCTO CbOTBECTHO HA PCTYJIATOPHHA, IMOJIUTUYCCKH WJIN ITpaBOIIpHJIaraumu

,Z[CI>'ICTBI/I$I H IPpCACTaBAT O6OCHOBKa, aKO peuiat aa HE nmpeamnpueMar HUKaKBU ,HeﬁCTBHH.

5. EAOC npenocrasst Ha ECHA BcHYkuM JaHHU 3a CUTHAJIUTE 3a PAaHHO HpPEeaypexICHUE,

KOUTO ChbXpaHsABa UJIM 3da KOUTO U3BBPIIBA XOCTUHI, KAKTO U OOKJIaaa, IOCOYCH B

naparpad 4, 3a 1a Ob1aT BbBEJCHH B o0mIaTa riardopma 3a 1aHHH.

Ynen 23
Obcepsamopus 3a cneyu@uyuHu XUMUKAIU ¢ NOMeHyuanl 0a OONpuHecam

34 HOB0BB3HUKEAWU PUCKOEBE, nopoOeHu om xXumuxkaiu

1. ECHA cp3naBa u ympaBiisiBa 00cepBaTOpHs 3a CeU(PpUIHE XUMUAKAIHM WA TPYITH OT
XMMHKaIH, 32 KonTo KomucusTa cunTa, 4e M3UCKBaT JOIIBIHUTEIIHA [TPOBEPKA.
OO6cepBaropusiTa BKIIIOYBA HAJIKIHA HH(POpPMAIIMS 32 CBOWCTBATa HA XUMHKAIIUTE,

acreKTUTe Ha Oe30MacHOCT, yIOTpeOUTe U Ma3apHOTO IPUCHCTBHUE.
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2. Komucusara n3bupa XMMUKaIUTE 32 IIETUTE Ha oOcepBaTopusiTa, mocoueHa B naparpag 1,
Bb3 OCHOBA HA HAYYHUS M TEXHUYECKUS HAMPEIBbK M KaTO U3I0JI3Ba CUTHAIUTE OT
cucTeMaTa 3a paHHO MpeayNpexeHue, nocoyeHa B wieH 22. [lonbopsT BKIIOUBa
MNOTEHIMATHI IPUYNHUTEIN Ha HOBU M HOBOBB3HUKBAIIY PHCKOBE, IOPOJICHH OT
XMMHUKAJIH, CPeJ] THOBATUBHUTE PALIMOHAIHO MPOCKTUPAHNA MaTEPHAIN C HOBU WIIN
o100pEeHN CBOMCTBA MM IEJIEHACOUYEHH HITU MOI00PEHN CTPYKTYPHHU XapaKTEPUCTUKU B

HaHoMarao.

3. o ... [mecT Mecena oT araTta Ha BJM3aHEe B CHJla Ha HAacTosAUs perjgaMeHT | Komucusita
MpreMa 4pe3 akT 3a U3MBJIHEHUE U MyOJIMKYBa CIIHUCHK HA XUMHKAIUTE, H30paHu ChIIIACHO
naparpad 2. Komucusara peoBHO Mpepas3riiexkaa CIuchbka v pueMa HoBa HEroBa
peaKkius Ype3 ChIIOTO CPEACTBO (aKT 3a M3ITbIHEHUE). Te3n akTOBE 3a U3IIBIIHCHHE CE

npueMaT B ChOTBETCTBHE C MPOIEAypaTa Mo pasriexaaHe, ocoueHa B wieH 29.
4. 3a menute Ha (YHKIIMOHUPAHETO Ha oOcepBaTopusTa, mocoueHa B maparpad 1, ECHA:

a) n3110J13Ba CbOTBECTHUTC JaHHHW OTHOCHO XMMUKAJIUTC, BbBCACHU B O6HIaTa
nnaT(bopMa 3a JaHHHU, U C’b6I/Ipa, dHaJIM3UpPa U CbXpaHsAaBa JOIIbJIHUTCIHU HAJIMIHU

JaHHU 3a I/I36paHI/I XHUMHKAJIHN UIN KJIIaCOBC XMMUKAJIN,

0)  BB3JAra Npoy4BaHMs U, KOTaTo € YMECTHO, U3I0JI3Ba MEXaHN3Ma 3a TeHEpUpaHe Ha
JAaHHU, Ch3/1a/IEH CHIJIACHO 4JieH 24, 3a J1a ce CIIpaBy C MPOMYCKU B 3HAHUATA WIH

ChbIICCTBCHA HEOIPECACIICHOCT,
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B)  MPEAOCTaBsi Ha OOIIECTBEHOCTTa ChOpaHUTE JaHHM upe3 obImara riardgopma 3a
JaHHU WU IPYTU TOIXOASAIIN HHCTPYMEHTH 32 KOMYHUKAIUS  OCBEIOMSBaHE, 32
13 yIeCHU WACHTH(GUIIMPAHETO Ha €BEHTYAIHH JIOIIBIHUTEIHU HYX/IU OT HAYYHU
M3CIJICIBAHMS WM MEPKH 32 YIPaBJICHHE Ha PUCKA, KAKTO U 3a J1a YJICCHU
nHpopMHpaHaTa 00IIEeCTBeHA JUCKYCHS U 1a IOBUIIHN OOIIIECTBEHATa OCBEJOMEHOCT
OTHOCHO CBOICTBaTa, ynoTpedara 1 acleKTHTe Ha 6€301MacHOCTTa Ha KOHKPETHU

XUMHUKAIA, U pCAOBHO aAKTyaJIn3rpa TC3U JaHHH.

I'nmaBa VI

MexaHU3bM 32 TeHePUPAHE HA TaHHU

Ynen 24

Mexanuzvm 3a eenepupane Ha OaHHU

1. Karo u3znon3sa nHaiti-no6pure HanmmyHu He3aBucuMu pecypcu, ECHA Moxke na Bp3nara

HAay4YHU HU3CJICABAHU:, 34 [a:

a)  TMOAKpEIs MPUJIaraHeTo Ha MpaBHUTE akToBe Ha ChI03a OTHOCHO XUMHKAIIUTE UIIH
IpyNHUTE OT XUMUKAJIHN, N30pOEHHU B MpuiiokeHue I, gact 1, B paMKuTe Ha CBOUTE

MIPaBOMOIIIHS;

0) mompuHAacs 3a MOJKpernara, OlleHKaTa U pa3pab0oTBaHeTO Ha MojuTuKaTa Ha Chio3a B

oOnacrra Ha XUMUKAIIUTEC,

B) Impoy4dBa HO-HOI[pO6HO HOBOBB3HHUKBAIIUTE PUCKOBE, ITIOPOACHU OT XUMHKAJIA, KOUTO

ca Ownu uaeHTUGUIIMPaHU B TOKJIa1a, MOCOYEH B wieH 22, maparpad 4.
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[Tpu HanMU4KMeTO HA U3BBHPEIHHU OOCTOSTEIICTBA, CBHP3aHH ChC CEPUO3HU MPOTHBOPEUHUS
WJIM IPOTUBOPEUMBH pe3ynTtaTt, Komucusta Moxe, 0e3 1a ce 3acsraT 3ab/KCHHUSITA Ha
HOCEIIUTE OTTOBOPHOCT JIMIIA CHIVIACHO MIpaBHUTE akToBe Ha Chi03a, NU30pOCHU B
npuinioxkenue I, yact 1, na noucka or ECHA 1a Bb37105K1 HAy4YHH U3CIIECIBAHUSA C 1€
MPOBEpPKa Ha J0KA3aTeJICTBATa, KOUTO € U3I0JI3Baja B IIpolieca Ha OllCHKaTa Ha
xumukanure. OOXBaThT HA TE3U U3CIIEABAHMS MOXKE J1a ObJIe MO-IIHUPOK OT MPOBEPKa HA

JoKa3aTrcjiCcTBaTa.

ITo uckane na Komucusita ECHA Bb351ara Hay4yHUTe U3CIEBAHUS, IOCOYECHU B

naparpadu 1 u 2.

ECHA Bw3nara Hay4HU U3CIICIBAHMS CaMO KOTATO PE3yJITAaTUTE HE MOTaT Ja Ohaat
MOJIYyYEHU Ype3 ChIIECTBYBAIIUTE TPABHH PA3NIOPEOU UITH MPOILIECH CHITIACHO IPABHUTE
akToBe Ha Cbro3a, n30poenu B npuioxenue I, yact 1. Ta naBa npuopuret Ha
H3I0J3BAHCTO HA YTBBPACHU METOJAU, KOUTO HEC BKIIHOUYBAT )KUBOTHHU, KaTO U3IIUTBAHUA
BBPXY IpPbOHAYHH KUBOTHH CJIC/[BA Ja CE U3IOJI3BAT CaMO B KpacH ciydail. Ts He Bb3iara

MMpoy4YBaHHUA C OCHOBHO M3CJICAOBATCIICKA LICJI.

ECHA ce ctpemu na n30srea nyonupane ¢ mporpaMuTe 3a U3CJIeIBaHe I U3ITbIHCHHE

Ha JbprKaBUTE WieHKH uiu Ha Chro3a.

ECHA Bb3nara Hay4HU U3CJ€ABaHMSI ChITIACHO HACTOSIIMUS WIEH M0 OTKPUT U MPO3padeH

HAa4Y¥H 1 CaMO CJIC] KOHCYJITallud C AbPKABUTEC YJICHKHU.

ECHA n EOBX cu cpTpyAHHMUAT TSACHO NIPU IJIAHUPAHETO U BB3J1araHETO HA HAYYHU
uzcnensanus, npeanpuet or ECHA B choTBeTcTBHE € maparpadu 1, 2 u 3 oT HacTosIIus

4JIeH, U Ha u3ciensanusi, npeanpueta oT EOBX B choTBeTCcTBHE € wieH 32 oT Permament

(EO) Ne 178/2002.
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ECHA moxxe 1a noucka npo0a oT BEeIeCTBO HIIM CMeC, He00XO0IMMa 32 IPOBEKIAHETO Ha
HAyYHHUTE M3CIICABAHMUS, TOCOYCHHU B aparpadu 1, 2 u 3, oT CTOnaHCKH CyOeKT, KOUTO
IIPOU3BEXK/1a, BHACA, (OPMYJIMpA WK ITyCKa TOBA BEILIECTBO WJIM CMEC Ha a3zapa. 3a aa
noucka rnpobda, ECHA wusmparia 10 CTOIaHCKUs CyOeKT IPOSKT Ha HCKaHe, B KOHUTO
00SICHsIBA HCKAHETO M ITOCOYBA KOJIMYECTBOTO U (hopMaTa Ha mpodaTa, KakTo U CpOKa, B
KOITO T5 TpsiOBa 1a 6bae mpenocraBena. ECHA Moske ChIo Taka Jja moucka ot
CTOIAHCKMsI CyOEKT J1a IPe0CTaBU XapaKTEepUCTUKA Ha BEILIECTBOTO WM cMecTa. T
nH(pOpMHpA CTOMAHCKUSA CYOEKT 3a IIPABOTO MYy /1a KOMEHTUPA B CpoK OT 30 THU OT
nosiydyaBase Ha uckaneto. ECHA B3emar npeBu/ €eBEHTYaJIHUTE NIOJyYE€HU KOMEHTAPU U

MMOTBBPXKAAaBa WX IIPOMEHA UCKAHECTO.

Koraro ECHA notBbpau Wiy MPOMEHU UCKAHETO, CTOMAHCKHAT CYOEKT Mpe10CcTaBs
6e3rutatHo nouckanata npoda Ha ECHA unu Ha BCSIKO PU3NYECKO WUITH FOPUIUIECKO JIHIIE,
Ha koeto ECHA e Bb3110k1IIa Jja U3BBPIIU HAYYHOTO U3CIIEABaHE, B CPOKA, ONPEIEIIEH OT
ECHA. Cronauckust cyoekt moxe na noucka or ECHA na e paskpuBa omnpezenena
nH(popMaIKA 32 XapaKTepUCTUKUTE, CBbP3aHa C MpeJIocTaBeHara nmpoba, ako JoKaxe, ue

OIIOBECTABAHETO O HAaKBbPHHUJIO 3alllMTaTa Ha HCTOBUTC ThbPIrOBCKHU MHTCPECH.

Axo ECHA mpernenu, ue uckaHeTo € 000CHOBaHO, BBIIPOCHATa HH(OpMAIIUs ce CUHTa 32

IOBEPUTECIIHA U HEC CC MPCAOCTABA HA 06HIGCTBCHOCTT2L

ECHA mnpenoctaBs pe3yiaTatute OT HAyYHUTE U3CII€ABAHUS, U3BBPILIEHHU ChIJIACHO

HAaCTOAIIUA YICH, YpE3 06111aTa HJ'IaT(l)OpMa 3a JaHHH.
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Ynen 25

HpqueaHe 3a 6MOMOHMm0pI/lH2 Ha HacejlieHuemo

1. Jo ... [dyeTupu roAMHM OT JlaTaTa Ha BiU3aHe B cuiia Ha HacTosuusa peryiament] ECHA u
EOBX, B cbrpynnuuectBo ¢ EAOC, B paMKuTe Ha MEXaHU3Ma 3a FTeHEpUpAHE Ha TaHHHU,
MMOCOYCH B WiCH 24, Bh3JaraT MpoBEXkKIaHETO Ha MPOyYBaHEe 32 ONOMOHUTOPHHT Ha

HacesieHrueTo B nenus Chio3, KOeTo 00XBaIla BCHYKU JbPKABU YICHKH.

2. JwpxaBure unenku cwrpynnudat Ha ECHA, EOBX u EAOC npu mianupanero u
OpPraHU3MPAHETO Ha MPOYUYBAHETO 32 OMOMOHUTOPUHT Ha HACEJIEHUETO U MPEJOCTaBIT Ha
ctpanute, ¢ kouto ECHA nnn EOBX ca ckimoumiy JoroBop u KOUTO U3BbPIIBAT
B3€MaHETO Ha MpoOH, HeoOXoIMMaTa TEXHINYECKa M aIMUHUCTPATHBHA MOJIKPETIa, 32 J1a ce
yJIeCHU B3€MaHETO Ha MPOOH HA TAXHA TEPUTOPHS U J]a ce TapaHTHpa, 4e mpoouTe ca
JOCTaThUHO mpeacTaBuTenHu. [IpoyuBaneTo 3a OHOMOHUTOPUHTA HA HACETICHUETO

OTTOoBaps HAa CTUYHUTC CTAHAAPTU U CTAHAAPTUTC 3a ITOBECPUTCITHOCT.
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I'naBa VII

YBeaoMmiieHue 32 H3CJIEABAHUATA

Ynen 26

Yeeoomnenue 3a uscneosanuama

Cronanckute cyOekTH nojaasaT 0e3 3a0aBsiHe B 0a3ara JaHHU C yBEIOMJICHU 3a
U3CJeIBaHMs, I0OCOUEHA B WIEH 9 OT HACTOSIIIUS perjJaMeHT, BCUUKU U3CIIeIBaHu,
TeHEepUpPALLH JAaHHU OTHOCHO XMMHKAJIH, KOUTO Ca Bb3JI0XKWIN B MIOJIKpEIa Ha 3asiBICHUE,
YBEIOMIICHHE UIIH PETYIATOPHO JOCUE, 32 KOETO € NOCTBIIMIIO YBEJOMIIEHHUE WU KOETO €
IIPEJCTaBEHO Ha JIaJIeH OpIaH, KaKTO ¥ BCUYKHU M3CJIE/IBAaHUS Ha XUMUKAJIH, IPOYUBaHU
CaMOCTOSITEJTHO MJIM B TIPOJIYKTH, KOMTO CTOMAHCKU CYOEKTH ca BB3JIOKWIN KaTO 4acT OT
OLICHKA Ha PHCKAa MM 0€30IaCHOCTTA ChIIACHO IIPAaBHHUTE akToBe Ha Chl03a, N30pOCHU B
npunoxenune I, gact 1 kpbM HacTosus peryiiamenT. CTomaHCKUTe CyOeKTH obade He
1oJiaBaT yBeloMJICHHE B 6a3ara JaHHU C yBEJOMJICHUS 32 U3CJIEBaHUs, IOCOUYCHA B
qjieH 9 OT HACTOALIMS PErIaMeHT, 3a U3CIeIBaHMsl, 32 KOMTO TpsiOBa Aa ce 1nojaaje

yBegoMJIeHHe chriiacHo wieH 326 ot Pernament (EO) Ne 178/2002.

3a nenute Ha naparpad 1 ctomanckute cyOeKTH mo/1aBat B 0a3aTa JaHHH C YBEJOMIICHUS
3a U3CIIEeBAHMSI, TOCOUEHA B WIEH 9 OT HACTOSIIHS PETIAMEHT, YBEIOMIICHHE OTHOCHO
UJCHTUYHOCTTA Ha ChOTBETHUTE XMMHKAIIU, 3aTJIaBHETO M 00XBaTa Ha M3CJIEBAHETO,
naboparopusiTa WM U3MUTBATETHOTO ChOPBKEHHE, KOETO U3BBPIIIBA U3CIIEABAHETO,
npeaABuacHaTa Ha4YaJIHa JaTa U IJIaHWpaHaTa JaTa Ha IMPUKIIOYBAHEC U, KOraTo €
TIPUIIOKIMO, JTAJI M3CIIEABAHETO € BB3JIOKEHO 32 M3MbJIHeHne Ha pemenne Ha ECHA

cbriacHo uneHose 40, 41 unu 46 ot Pernmament (EO) Ne 1907/2006.
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B MoMeHTa Ha Bb3/1arane Ha W3CJeIBAHETO CTOMAHCKUTE CYOeKTH HH(pOpMuUpar
71ab0opaTopusTa UM U3MUTBATEIHOTO ChOPBKEHHUE, B KOETO CE U3BBPILBA U3CIECIBAHETO,
4e U3CJIEeIBAHEeTO MOAJISKU Ha 3aIbJKEHUETO 3a yBeioMsBaHe 1o naparpad 3 ot

HaCcTOoAIMA Y4JICH.

3. JIaGoparopuunTe U U3MUTBATEITHUTE CHOPHKEHUS [T01aBaT B 0a3aTa JaHHU C YBEIOMJICHHS
3a U3CIEBAHMS, TOCOUEHA B WICH 9 OT HACTOALIMS periaMeHT, Oe3 3a0aBsHe 3a BCIKa
nHopMalus, NocoyeHa B naparpad 2 oT HaCTOALIMS WIEH, BbB BPb3Ka C U3CJIEIBaHMS,
BB3JI0KEHU OT CTOIIAHCKUTE CYOEKTH B IIOJKpEIa Ha 3asBJICHHUE, YBEJOMIICHHUE WU
peryjaaTopHO A0CHE, 3a KOETO € IOJAICHO YBEIOMIIEHUE WM KOETO € II0AIEHO 10 OpraH,
KAaKTO U BbB BPb3Ka C BCUUKH HU3CJICABAHUS HA XUMHUKAJIH, IPOYYBAHU CAMOCTOSITEIIHO WU
B IIPOJIYKTH, KOUTO CTOMIAHCKUTE CYOEKTH ca BB3JIOKHWIM B PAMKUTE Ha OLIEHKA Ha PUCKa
1M 6e30MacCHOCTTa ChIVIACHO IpaBHUTE akToBe HAa Chro3a, N30pOeHU B puiiokeHue I,
yacT | KbM HacTosIIIMA periaament. JlabopaTopunuTte U U3MUTBATEITHUTE CHOPBKEHUS 00aue
He 1mo/aBat B 0a3zaTa JTaHHM C YBEJAOMIICHUS 3a M3CIIEABAHNUS, IIOCOYCHA B WEH 9 OT
HACTOSIIHUS PErJIaMeHT, YBEOMIIEHHUE 3a U3CIIe/IBaHuUs, 3a KOUTO TPsOBa Ja ce moaaje

yBenomiieHue cbriaacHo wieH 326 ot Pernmament (EO) Ne 178/2002.

4. 3a nenurte Ha naparpad 3 oT HACTOSIIUS WIEH, 3a BCIKO U3CIIeBaHe, 1abopaTOpuuTe U
M3MHATBATEITHUTE ChOPHKEHUS MT0/IaBaT B 0a3aTa JaHHU C YBEAOMJICHHS 3 H3CIICIBAHUS,
MMOCOYCHA B WICH 9, YBEIOMJICHHE OTHOCHO HJICHTHYHOCTTA HA CHhOTBETHUTE XUMHKAIIH,
3ariaBHeTO M 00XBaTa Ha M3CJIEBAHETO, TUIAHUPAHUTE HAYAIHU U KPalHU JaTH, KaKTO U

HaANMMCHOBAHUCTO HA CTOIMAHCKHUA Cy6eKT, KOHTO € nopbyall U3CJICABAHETO.

5. [Taparpadwu 3 u 4 ce npunarar mutatis mutandis 3a 1a00paTOPUU U U3MUTBATEITHU
CHbOPBIKCHUS, PA3IIOJIOKEHNU B TPETHU ABPIKABU, JOKOJIKOTO TOBA € MPCABUACHO B

CbOTBCTHUTC CIIOPAa3yMCHHS C TE3U TPETHU AbPrKaBU.

6. 3aabiDKeHusATa, onpeieieHn B maparpadu 1—>5, ce mpuarar ot ... [22 Mecena ot jaTara

Ha BJIM3aHC B CHJIa HA HACTOSAIIHA pernaMeHT].
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I['bp)KaBI/ITe YICHKHU MOrat Ja mpCaABuIsAT OCBO60)KI[aBaHe OT 3aABJIDKCHUATA, OIIPCACIICHU

B naparpadu 1—5, 3a u3cneBaHus, KOUTO ce IPOBEXKIAT B UHTEpEC HA OTOpaHara.

Koraro B IMPpaBCH aKT Ha CLIO3a, IIOCOYCH B IIPUTIOKEHUEC I, qacT 1, CC IpCABUXKIA, Y€
ABPIKABUTE YICHKHN MOT'aT aa NpCABUIAT OCBO60)KI[aBaHC OT 3aBbJDKCHUATA, IPOU3THYAIIN
OT BBIIPOCHUSA IIPABCH AKT, B MHTCPCC Ha HAITMOHAJIHATA CUTYPHOCT, AbPKABUTC YJICHKU

Morar Jia peIBUAAT 0CBOOOKIaBaHE OT 33abJKCHUSATA, OTIPE/ICTIeHU B maparpadu 1—S5.

ECHA, B TscHO chTpynaudecTBO ¢ EOBX u nipu KOHCyATanus ¢hC 3aMHTEPECOBAHUTE

CTpaHHu, ONIpEAC/IA NPAaKTHYCCKUTEC IIPpaBuUJjia 3a IIpujIaraHe Ha HaCTOSAIINUA YJICH.

I'naBa VIII

JeJierupaHu NPaABOMOIIUS U MPOLEIYyPa HA KOMUTET

Ynen 27

Hzmenenue na npunoowcenua I, I, 1T u V

3a ;1a ce rapaHTHpa, Y€ B MPUJIOKEeHUE | ca M30pOCHM BCUYKU ChOTBETHH IPABHH aKTOBE
Ha CpI03a, ChIIIACHO KOUTO C€ TeHEpHUpaT WK MPEACTaBAT JaHHU OTHOCHO XMMUKAIIUTE Ha
arerruute win Ha Komucusita, v 3a 1a ce moAabpka akTyajiHa obiara rmiaatdopma 3a
JTAaHHU, BeJIHAra CJie]] BIM3aHETO B CMJla HAa HOBH MpPaBHU akTOBE HAa Cbr03a, CHIIacHO
KOUTO CE€ TeHEepUpaT WU MPEACTABAT JaHHU OTHOCHO XUMHKAIUTE, WU CJIe/l U3MEHEHNE
Ha ChIIECTBYBAIll IpaBeH akT Ha Cblo3a, BbBEXKIAII pa3nopeadr OTHOCHO TeHEPUPAHETO
WJIM TIPEIOCTaBSHETO Ha JaHHU, KoMucHsaTa npuema JieieTupanu akToBE B ChOTBETCTBUE C
wieH 28 3a u3MeHeHue Ha npuiiockeHue [ kato 700aBsi KbM MOCOUYEHOTO MPHUIIOKEHUE TE€3HU
npaBHU akToBe Ha ChI03a, KOTaTO BHIIPOCHUAT MpaBeH akT Ha Chl03a HE € CbOTBETHO

HU3MCHWJI ITPUTTOKCHUC L
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Ha Komucusita ce npenocrassi mpaBOMOILKETO /1a IPUEMa JIeJIeTUPaHu aKTOBE B
CBhOTBETCTBUE C WIEH 28 3a H3MEHEHHE Ha npuioxeHue 11 kbM HacTOAIMMS peraaMeHT upe3
no0aBsiHEe HA HOBU pe)epeHTHU CTOMHOCTH, IPOU3TUYAILM OT ITpaBoTo Ha Chro3a B
o0yacTTa Ha JIEKApCTBEHUTE MPOJIYKTH, KAaTO CE OTYUTA HAIPEABKBT B IU(PpOBU3ALUATA U
olepaTUBHATAa ChBMECTUMOCT, KAKTO M 3HAYCHHUETO Ha CTOWHOCTHUTE 3a JAPYry 00JIaCTH Ha

MOJTUTHKATA M HOpMaTHBHATA ypea0a B 00JIacTTa Ha XUMHKAIIUTE.

3a nma ce rapantupa, ye B npuiokenue I1I ca n3dpoenu Bcuuku npaBHU akToBe Ha Chr03a,
CBIVIACHO KOUTO KOMIIETEHTHUTE opranu Ha awpxkaBurte yieHnku, ECHA, EAOC, EOBX,
EU-OSHA unu Komucusra npeanpuemar perysiaTopHy IPOLECH OTHOCHO XUMUKAIU WK
IpyNu OT XUMHUKAJIH, ¥ 32 J]a ce TOAIbprKa akTyaliHa o0mara rartdopma 3a JaHHH,
BEJIHAra clie]l BIIM3aHEeTO B CUJIa HA HOBU IIPaBHU akTOBE Ha Cbhr03a, CHITIACHO KOUTO CE
YCTaHOBSIBAT HOBU PETYJIaTOPHU MIPOLIECH, UITU CJIE]T U3MEHEHUETO Ha ChLIECTBYBAI]
npaBeH akT Ha Chlo3a C L€ YCTaHOBSIBAaHE Ha HOBH peryjaTopHu npouecu, Komucusta
IpyemMa JeJIETUpaHy aKTOBE B COTBETCTBHE € WieH 28 3a n3MeHeHue Ha npuoxenue 111,
KaTo 100aBs KbM IMOCOUEHOTO MPUJIOKEHUE T€3U NMpaBHU akToBe Ha Cbhi03a, KOraTo

BBIIPOCHUAT IIPABCH aKT HA CpI03a HE € ChOTBETHO M3MEHHMII IIPUITOKCHHUC II1.

3a 1a ce rapaHTHpa, 4e NPHIoKEeHHE V € Bb3MOXKHO Hall-ITbJIHO, U 32 J1a CE€ MOIbpiKa
akTyasHa o0mara niaargopma 3a nanHu, Komucusra npuema, Korato ToBa € He0OX0AUMO,
JIeJIETUpaHu aKTOBE B ChOTBETCTBHE € WiEH 28, C KOUTO NMPUIIOKEHHE V ce U3MEHS upe3

no0aBsHeE HA:

a) BCCKHU HOB IIPABCH aKT Ha C’bI-OBa, CBITIaCHO KOMTO Ce reHepupar Win NpeacTaBsT
JaHHHW 3a XUMUKAJIUTE B U3ACIIUA WM IPOAYKTH BE€aAHAra CJaca BIM3aHETO MY B CUJIA,

OCBEH aKo He ChIbpiKa pasnopenda, ¢ KOSTO TO3H akT ce J00aBs B IPHIOKeHHE V;
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0)  BCEKHM ChILECTBYBaII IpaBeH akT Ha Cbi03a, N30pOeH B MpHilokeHue I, KoiTo e
M3MEHEH 110 TaKbB HAUMH, Y€ JaHHUTE 3a XUMUKAJIUTE B U3/1EIUS WIN IPOAYKTHU CE
reHepupaT WIM NPEJCTaBAT ChIVIACHO HETO BEJHAra Cje]l BIM3aHeTO B CUJIa Ha
CbOTBETHUS aKT 3a U3MEHEHHE, OCBEH aKO aKThT 32 U3MEHEHUE HE ChIbpiKa

pasmopenoda, ¢ KOsITO TO3H aKT ce J00aBsi B IPUIIOKEHUE V; WIn

B)  BCEKH CBIIECTBYBAII MpaBeH akT Ha Chio3a, n30poeH B mpuiiokeHue I, 3a KoWTo oT
JOMBIHUTETHATA IPOBEPKA € BUAHO, Y€ JAHHUTE 32 XUMHUKAIUTE B U3ICIIHSI WU

IMPOAYKTHU C€ rCHEpHUPAT UIIN NMPCACTABAT ChIJIACHO HETO.

Ynen 28

Ynpascuasane na oenecuparemo

1. HpaBOMOH_[I/IHTa Ja IIprueMa JCJICTUpPaHu aKTOBE CC IIPEAOCTABAT Ha Komucusara IIpu

CIIa3BaHC Ha MMPECABUACHUTC B HACTOAII N WICH YCIIOBUA.

2. [IpaBomormeTo 1a mpremMa JelerupaH akToBE, TOCOYEHO B WieH 3, maparpad 4 u B
yiieH 27, ce npegocrass Ha Komucusra 3a Cpok OT €T FOJAMHU, CYUUTAHO OT ... [JaraTa Ha
BIIM3aHE B CWJIa HA HACTOSIM pernamenT]. Komucusata u3rorss okiag OTHOCHO
JIEJIETMPAaHETO Ha IIPAaBOMOILUS HE TO-KBCHO OT JIEBET MECeLa IPeId U3TUYAHETO Ha
MEeTrOAMILIHUSA CPOK. JlenernpaneTo Ha MPaBOMOIIUS CE MPOIbIKaBa MbJIYAJINBO 32
CPOKOBE C €THAaKBa MPOIBJKUTEIHOCT, OCBEH ako EBpomnelickust napaameHT win CbBETHT
HE BB3pa3AT Cpellly M0J100HO MPOAbIKaBaHE HE M0-KbCHO OT TPU Mecela peau

HU3TUYAHCTO Ha BCCKU IICTIOAUIICH CPOK.
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3. JlenerupaneTo Ha IPABOMOIIIHS, TIOCOYEHO B WieH 3, maparpad 4 u wieH 27, Moxe 1a 0be
OTTETJICHO 10 BCAKO Bpeme oT EBpomneiickus nmapiaamenT win ot CbBeta. C peleHuero 3a
OTTETJISTHE C€ MIPEKpaTsIBa MOCOYEHOTO B HETO JIeJIerupane Ha paBoMoIus. OTTErIsHETO
MopakJia ACHCTBUE B JICHS CJe/ MyOJIMKYBaHETO Ha pemeHneTo B Oguyuanen eecmuux Ha
Eeponeiickus cv03 uny Ha IO-KbCHA J1aTa, TOCOYEHA B pelIeHueTo. To He 3acsra

JICHCTBUTEIIHOCTTA Ha ACJICTUPAHUTC aKTOBC, KOUTO BCUC Ca B CUJIA.

4. [Tpenn mpuemaneTo Ha Jenerupan akT Komucusara ce KOHCYATHpa € €KCIIEPTH,
OIIpEIeTICHU OT BCSAKA Ibp)KaBa WIEHKAa B CbOTBETCTBHE C IPUHINIINTE, 3aJI€THAIN B
MeXIynHCTUTYHIMOHATHOTO criopasyMenue ot 13 ampun 2016 r. 3a mo-n1o6po

3aKOHOTBOPYCCTBO.

5. Benunara cnen xato IMpUeMe ACJICTUPAH aKT, Komucusra HOTI/I(bI/II_[I/Ipa aKTa CITHOBPCMCHHO

Ha EBponeiickus napnamenT u Ha ChBeTa.

6. Jlenerupan akT, mpueT CbriacHo wieH 3, naparpad 4 wim uneH 27, BIu3a B cuja
CANHCTBCHO aKO HUTO EBpOHeﬁCKI/IﬂT napjJaMcEHT, HUTO CBBeTHT ca npeacTaBuiin
BB3pPKEHHS B CPOK OT TPU Mecela ciell HOTU(UIIMPAHETO Ha ChIIus akT Ha EBponeiickus
napiaMeHT 1 Ha CbBeTa WIH aKko Mpeu U3THUYaHETO Ha TO3H cpok U EBpomelickusT
nmapjaaMeHT, 1 CBBETHT ca YBCAOMUIIN KOMI/ICI/IflTa, 4C HAMaA Ia NPCACTaBAT Bb3PaAKCHHA.
To3u cpok ce yabmKaBa ¢ TpU Mecera 1o MHUIMATHBA Ha EBponeiicKus mapIaMeHT Ui Ha

CeoBera.
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Ynen 29

IIpoyedypa na komumem

1. Komucusra ce noanomara OT KOMHMTCT. To3u KOMUTET € KOMUTET I10 CMHCHJIA Ha

Pernament (EC) Ne 182/2011.

2. [Tpu mo3oBaBaHe Ha HACTOSAIIUS Maparpad ce mpuiiara WwieH 5 ot PernmameHT

(EC) Ne 182/2011.

I'nmaBa IX

IIpaBonpuiiarane ¥ CAHKIUHA

Ynen 30

Cbmpdeuqecmeo 68b6 6PB3KA CBC CNA36AHEMO

AFCHLII/II/ITC CH CbTPYyAHHUYAT C IIpaBOIIpHJIaraliuTe Opraii Ha AbpPrKaBUTC YJICHKH U 00OMEHST
nH(pOpMaNKs OTHOCHO CIIAa3BaHETO OT CTPaHA Ha CTOMAHCKUTE CyOSKTH M J1adopaTopuuTe Ha

3aABJLKCHUCTO 3a YBCAOMABAHEC 34 U3CJICABAHUSA B CbOTBETCTBUC C YWICH 26.
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Ynen 31

CaHKI/;I/lI/l npu Hecnasedane

H'Bp}KaBI/ITe YJICHKHU BBBEXKIAT CAHKIIMH 3a HECIIA3BaHC OT CTpaHa Ha CTOIIAHCKUTEC CY6€KTI/I
n J'Ia60paTOpI/II/ITe Ha 3aIbJIDKCHUATA, IPCABUACHU B YJICH 26, " B3€MaT BCUYKHU
HCOGXOI[I/IMI/I MCPKH, 3a [a rapaHTupaT TAXHOTO IMPpUJIaraHe. HpeﬂBI/II[eHI/ITe CaHKIIMH

TpsOBa 1a ObAaT ePEeKTUBHU, TPOIIOPIUOHAIHN M BB3MUPALIH.

JbpxaBute wieHkH HOTUGUIMpaT Ha Komucusra Te3u pasnopeadu U MepKHu Jo ...
[22 Mecera OT 1aTaTa Ha BIIM3aHE B CHJIA HA HACTOSUIMUS PErJiaMeHT| U 1 HoTuduuupar

He3a0aBHO 3a BCIKO nmocjacaBanio U3AMCHCHUC B TAX.

I'naBa X

IIpepa3sriexaaHe U BJU3aHe B CHJIA

Ynen 32

Jloxnaou u npepasenesicoarne

He mo-xbCHO OT ... [I_I_IeCT T'OAWHU OT JaTaTa Ha BJIM3aHC B CHUJIa HA HACTOAIIUA peFHaMeHT]
Komucusra onenssa u nmpueMma J0KJj1aJq OTHOCHO IIGJ'ICCT)O6pa3HOCTTa U CbOTHOIICHUCTO
MCKAY pa3xoauTe U IMOJISUTE OT BKIIOYBAHETO B 061uaTa HJ'IaT(l)OpMa 3a JaHHHU Ha
CJICIHUTE JAaHHU OTHOCHO XUMHKAJINUTEC, CBBP3aHU C JICKAPCTBCHU MMPOAYKTHU, CHINIACHO

yiieH 3, naparpag 3:

a) HOBHU KaTCrOpruu BUAOBEC NAHHU;

PE-CONS 24/1/25 REV 1 104

BG



6) JaHHHU 3a XUMUKAJIUTC, OTHACAIIN CC 10 BCIICCTBA, Pa3JIMYHU OT AKTUBHU BCIICCTBA,

B) AaHHHU 34 XUMUKAJIUTEC, OTHACAIIN CC 1O AKTUBHU BCHICCTBA, KOUTO HC OTTOBApPAT HaA

KpUTEpUHUTE, TOCOYEHU B WieH 3, maparpad 3, Oyksa 0);

r)  JaHHU 332 XUMUKAJIUTE, ChbOpaHU U MPEIOCTAaBEHH ChIVIACHO MTPAaBHUTE aKTOBE Ha
Crpro3a, mocoueHu B npuwiioxenue I, yact 2, u cbXpaHsBaHU OT KOMIETEHTHUTE

OpraHv Ha AbPKAaBUTC YJICHKHU, @ HC OT arCHIIUHUTC.

2. He no-kbcHO OT ... [4eTHpu TOANHM OT JlaTaTa Ha BIM3aHE B CHJIA HA HACTOSIIUS
pernamMeHT| u Kato B3ema npeaBuj padborata, uzpbpiiena or OMCP no oTHomieHue Ha
TEeHEPUPAHETO, JOKJIAIBAHETO U U3IOJI3BAHETO HA PEMUHANIN PELICH3US TyOJIMKYBaHU
JAHHU OT U3CJIEIBAHUS 3a PEryJaTOpHU oLeHKH, KomucusTa npenexssa 1ainu 1a cu
CHTPYIHUYH C HAYYHU U aKaJIEMUYHU U3JATEIU U C OrepaTopy Ha 0a3u JaHHU, B KOUTO €

BKIIFOUYCHO CBABPKAHUC OT pCLUCH3HUPAaHN CIIMCaHUA, OTHOCHO:

a)  XapMOHM3UPAHOTO JOKJIAJBAHE HA IPEMHUHAIIN PELEH3Us TyOJIMKyBaHU 1aHHU OT

H3CJICABaHMA B PpCUCH3UPAHU CIIMCAHUA; KAKTO U

6) H3IOJI3BAHCTO HA MHCTPYMCHTH 3a ThPCCHC, CKDUHHUHI U U3BJINYaHC HA IPCMUHAIN
PCLCH3UA HY6J'II/IKYB3HI/I JaHHHU OT U3CJICABAHUA, KOUTO Ca OT 3HAYCHHUC 34 OIICHKAaTa

Ha XUMHKaJIUTEC, OT 0asu JaHHU CbC CbABPKAHUC OT PCUCH3UPAHN CIIMCAHUA.
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3. B pamkuTe Ha 1BE TOAMHY OT MPUKIIOYBAHETO HA TMPOYYBAHETO 32 OMOMOHUTOPUHT Ha
HACEJICHUETO, TOCOYCHO B wieH 25, KoMmucusra oneHsBa 1nenecbo0pa3HOCTTa Ha TOBa Ja
uzucka ot ECHA u EOBX, B chrpyanuyectBo ¢ EAOC, na Bb37105KaT IPOBEKIAHETO HA
PEIOBHU IPOYYBaHUS 32 ONOMOHUTOPUHT Ha HACEIICHUETO, KAKTO U HEOOXOAUMHUTE
pecypcu 3a TakMBa MPOYYBAHUS M MPAKTUYECKUTE aCMEKTH 3a BKIIIOUBAHE HA IbP)KABUTE

YJICHKHU B TAX.

B®3 ocHOBa Ha Ta3zu OLICHKa Komucusara moxe Ja npeacraByu 3aKOHOJATCIIHO

MIpCaJIOKCHUC.

4. He no-xkbcHO OT ... [1I€CT rOJMHY OT AaTaTa Ha BIM3aHE B CUJIA HA HACTOSIIMS PErjlaMeHT ]
Komucusita u3BbpiiBa o011 nperiea Ha HaCTOSALIUS PETJIAMEHT U MPECTaBs J0KIal Ha
EBponeiickus napiaameHT 1 Ha CbBeTa, PUIPYKEH, aKo € 11eJIecho0pa3Ho, OT
3aKOHOJATEHO MpeAsiokeHue. B noknana ciensa aa ce OleHU NOCTUTHATHAT HallpeIbK
BBB BpB3Ka C MPUIIaraneTo u GyHKIHOHUPAHETO Ha o0maTa ardopma 3a JaHHH, TOBA
JlaJId HACTOSALIUSAT PErJIaMEHT € MMOCTUTHAN LIEJUTE CH, U M0-CIIELUATIHO Jia YIECHU
IIOBTOPHOTO M3I0JI3BaHE HAa JaHHUTE B IpaBHUTE akToBe Ha ChI03a, IOCOYCHU B
npuiIoXkeHue I, 1 pasnpeensHeTo Mo NOAXO0IA1] HAaUWH Ha HE0OXO0AUMUTE pecypcu

CbOTBETHO HA arcHIIMHUTEC U Ha Komucwusra.
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Ynen 33

Bruzane 6 cuna

HaCTOHI_HI/IHT PEriIaMCHT BJIM3a B CHJIa HA ABAACCCTUA ACH CIICA ACHS Ha HY6J'II/IKYB3HCTO MYy B

Oguyuanen secmuux na Eeponetickus cvro3.

HaCTOHH_II/ISIT PEriIaMCHT € 3aABbJDKUTCIICH B CBOATA LAJIOCT U CC IIpUJiara npsskoO BbB BCHYKU

ABPIKABU YICHKHU.

CocraBeno B CtpacOypr Ha

3a Eeponetickus napramenm 3a Cveema

IIpeoceoamen Ilpeoceoamen
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HNPUJIOXEHMUE 1

Yacr 1

[IpaBHu akToBe Ha CbhI03a, TOCOUYECHH B WwieHOBE 2, 3, 8, 12, 13, 14, 18, 20, 24, 26 u 27

Bcesko mo3oBaBane Ha IIPAaBHUTE aKTOBC Ha C’BIOSa, I/I36pOCHI/I B HacTos1mara 4act, C€ pa361z1pa u
KaToO IMO30BaBaHC HAa BCUYKH aKTOBC 3a U3IIBJIHCHHUEC U ACIICTUPAHN aKTOBC, IPUCTU CHITIACHO

CHOTBETHHS IpaBeH akT Ha Chro3a, KOraTo € Ie1echo0pasHo.

1. HupextuBa 91/271/EVO na CobBeta ot 21 Maii 1991 r. 3a npeyrcTBaHETO HA TPAJCKUTE

otnaabunu Boau (OB L 135, 30.5.1991 r., cTp. 40).

2. Hupextusa 91/676/ENO na ChBeta ot 12 nekemBpu 1991 . 32 ona3zBaHe Ha BOJUTE OT

3aMbpCIBaHE C HUTPATU OT cesickoctornancku uzrounuim (OB L 375, 31.12.1991 r.,

ctp. 1).

3. Pernament (EMO) Ne 315/93 na CwBeta ot 8 dheBpyapu 1993 r. 3a ycraHoBsiBaHE Ha
OOITHOCTHU MPOIIEAYPU OTHOCHO 3ambpcutenute B xparute (OB L 37, 13.2.1993 r.,
ctp. 1).

4. HupextuBa 94/62/EO na EBponeiickus napnamenTt u Ha CbBeta oT 20 nexemBpu 1994 r.

OTHOCHO OTIAKOBKHUTE M OTHaabIuTe OT onakoBku (OB L 365, 31.12.1994 r., cTp. 10).

5. Hupextua 98/24/EO na CoBeta ot 7 anpuit 1998 r. 3a ona3zBaHe Ha 37paBeTo U
0€30IMMacHOCTTa Ha PA0OTHUIIUTE OT PUCKOBE, CBBP3aHM ¢ XMMHYHHU areHTH Ha pabOTHOTO
MACTO (YeTUpHHAeceTa CrielMaiHa JUPEeKTHBA 10 CMHUCHIIa Ha wieH 16, maparpad 1 ot

Hupextusa 89/391/EMO) (OB L 131, 5.5.1998 r., cTp. 11).
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6. Hupextusa 2004/37/EO na EBponeiickust mapnamenT u Ha CbBeta oT 29 anpuin 2004 .
OTHOCHO 3all[UTaTa Ha paOOTHULIUTE OT PHUCKOBE, CBBP3aHU C EKCIO3UIIMSTA Ha
KaHIIEPOr€HH, MyTareH! MJIM TOKCHUYHH 3a PENPOAYKIMATA BEIIECTBA 10 BpeMe Ha padoTa
(mecra cnenuanHa JUPEKTHBA 0 CMUCHIA Ha wieH 16, maparpad 1 ot

Hupektusa 89/391/ENO na CnBeta) (OB L 158, 30.4.2004 r., cTp. 50).

7. Hupextusa 2000/53/EO na EBponeiickus mapnamenT u Ha CbBeTa OT

18 cenrremBpu 2000 T. OTHOCHO H3JNIE3JIUTE OT yroTpebda nmpeBo3nu cpeacTra (OB L 269,

21.10.2000 r., cTp. 34).

8. Hupextusa 2000/60/EO na EBponeiickust mapnamenT u Ha CpBeta ot 23 oxToMBpH 2000 T.
3a yCTaHOBsIBaHE Ha paMKa 3a JelcTBusTa Ha OOmHOCTTa B 00/1aCTTa Ha IIOJINTHKATA 32

Bogute (OB L 327,22.12.2000 r., cTp. 1).

9. Hupektusa 2001/18/EO na EBponeiickus napnament u Ha CbBeta ot 12 mapt 2001 r.
OTHOCHO Ch3HATEIIHOTO OCBOOOKIaBaHE HA TCHETHYHO MOJAU(PHUIIMPAHU OPTaHU3MH B
OKoJIHaTa cpena u 3a orMsiHa Ha J{upextuBa 90/220/ENO wa Ceeera (OB L 106,
17.4.2001 r., cTp. 1).

10. Pernament (EO) Ne 178/2002 na EBponelickust napnamenT u Ha CbBeTa OT
28 sayapu 2002 r. 3a ycTaHOBsIBaHE HA OOIMTE IPUHITUIIN U U3UCKBAHUS HA
3aKOHOJATEJICTBOTO B 00JIaCTTa Ha XpaHHUTE, 3a Ch3/1aBaHe Ha EBpomneiicku opraH 3a
0€30MacHOCT Ha XpaHUTE U 3a ONPEEIIIHE Ha IPOLeypHU OTHOCHO 0€30IacCHOCTTa Ha

xpanute (OB L 31, 1.2.2002 r., c1p. 1).

11. HupextuBa 2002/32/EO nHa EBponeiickus napnament u Ha CpBeTa oT 7 maii 2002 r.

OTHOCHO HEXEJIAaHWTE BellecTBa B Xxpanute 3a kuBotHu (OB L 140, 30.5.2002 r., ctp. 10).
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12.

13.

14.

15.

16.

17.

18.

HupextuBa 2002/46/EO na EBponetickus napnamenT u Ha CbBeta oT 10 ronu 2002 r. 3a
cOmmkaBaHe Ha 3aKOHOAATENICTBATA HA IbPYKABUTE WICHKH 110 OTHOIICHUE Ha JOOABKHUTE

kbM xpanu (OB L 183, 12.7.2002 r., cp. 51).

Pernament (EO) Ne 1829/2003 na EBponeiickust mapiameHT u Ha ChBeTa OT

22 centemBpu 2003 r. OTHOCHO TE€HETHYHO MOJU(PHUIIMPAHUTE XPAaHU U Pypaxku

(OB L 268, 18.10.2003 r., cTp. 1).

Pernament (EO) Ne 1831/2003 na EBponeiickust mapiameHT u Ha ChBeTa OT
22 cenremBpu 2003 1. 0THOCHO J0OABKHU 32 M3IOJI3BAHE IIPU XPAHEHETO HA JKUBOTHUTE

(OB L 268, 18.10.2003 r., cTp. 29).

Pernament (EO) Ne 2065/2003 na EBponeiickus napiaameHnT u Ha CbBeTa OT
10 HoemBpu 2003 r. OTHOCHO MYIIWJIHK ApOMAaTU3aHTH, U3M0JI3BAHU WM MIPEIHA3HAUYCHU

3a Bnarane B win Bbpxy xpanu (OB L 309, 26.11.2003 r., ctp. 1).

Pernament (EO) Ne 853/2004 na EBponeiickus napiameHT 1 Ha CbBeTa OT
29 anpun 2004 1. OTHOCHO ompezeNsiHe Ha cieln(UYHN XUTHEHHHU [TpaBuiia 32 XpaHUTE OT

xuBoTuHCKH npousxox (OB L 139, 30.4.2004 r., ctp. 55).

Pernament (EO) Ne 648/2004 na EBponelickus napnameHT 1 Ha CbBeTa OT

31 mapt 2004 r. otHOCHO nereprentute (OB L 104, 8.4.2004 r., cTp. 1).

Pernament (EO) Ne 852/2004 na EBponeiickus napiameHT u Ha CbBeTa OT

29 anpun 2004 r. otHocHO xurueHata Ha xpanute (OB L 139, 30.4.2004 r., cTp. 1).
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19. Pernament (EO) Ne 1935/2004 na EBponeiickus napiaameHnT u Ha CbBeTa OT
27 oxtomBpu 2004 . OTHOCHO MaTEPUATIUTE U MIPEAMETUTE, IPEAHAZHAUYECHHU 32 KOHTAKT C
xpanu, 1 3a otMsaHa Ha Jupextusu 80/590/EMO u 89/109/EMO (OB L 338, 13.11.2004 r.,
cTp. 4).

20. Hupextusa 2004/107/EO na EBponeiickus napiameHT u Ha CbBeTa OT
15 nexemBpu 2004 1. OTHOCHO CHIBPKAHUETO HA APCEH, KAJAMUI, HUKET U MOTUIUKINIHI
apoOMaTHH BBIIIeBOAOPO M B aTMochepHus Bb3ayx (OB L 23, 26.1.2005 r., ctp. 3).

21. Pernament (EO) Ne 396/2005 na EBponetickus napiameHnT U Ha CbBeTa OT
23 despyapu 2005 r. OTHOCHO MaKCUMAJTHO JOMYCTUMHUTE TPAHUIIM HA OCTAThUYHU
BELIECTBA OT MECTULIUIU BbB U BbPXY XpaHHU WU (pypaku OT paCTUTENEH WIN
KUBOTHHCKH MPOU3XoA U 3a u3mMenenue Ha {upextuna 91/414/EVO na CoBera (OB L 70,
16.3.2005 ., cTp. 1).

22. Pernament (EO) Ne 166/2006 na EBponelickus napiameHT u Ha CbBeTa OT
18 sanyapu 2006 r. 3a ch3gaBane Ha EBponeiicku perucTbp 3a U3MyCKaHETO U MPeHoca Ha
3aMbpCcHUTENH U 3a u3MeHeHue Ha aupektusu 91/689/EMO u 96/61/EO na CoBeta
(OB L 33,4.2.2006 r., ctp. 1).

23. Hupextusa 2006/118/EO na EBponeiickus napiaament u Ha CbhBeTa OT
12 nexemBpu 2006 r. 3a ona3BaHe Ha MOJ3EMHUTE BOJIM OT 3aMbPCSIBAHE U BIIOIIABaHE HA
ceectostareTo uM (OB L 372, 27.12.2006 r., cTp. 19).
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24.

25.

26.

27.

28.

29.

Pernament (EO) Ne 1907/2006 na EBponeiickus mapiaameHnT u Ha CbBeTa OT

18 nexemBpu 2006 T. OTHOCHO PErHCTpaLIUsTA, OLIEHKATA, pa3peIIaBaHeTO U
orpannvaBaneTo Ha xumukanu (REACH), 3a cp31aBane Ha EBporielicka areHmus mno
XUMUKaIIH, 32 u3MeHenue Ha Jlupektusa 1999/45/EO u 3a orMsiHa Ha PernmamenT
(EMO) Ne 793/93 na ConBeta u Permament (EO) Ne 1488/94 na Komucusita, KakTo 1 Ha
Hupektusa 76/769/ENO na CoBeta u qupektusu 91/155/EN0O, 93/67/ENO, 93/105/EO
u 2000/21/EO na Komucusra (OB L 396, 30.12.2006 r., ctp. 1).

Pernament (EO) Ne 1924/2006 na EBponeiickust mapiameHT 1 Ha ChBeTa OT
20 nexemBpu 2006 r. OTHOCHO XpaHUTENIHU U 3ApaBHU IpeTeHIuu 3a Xxpanure (OB L 404,

30.12.2006 r., ctp. 9).

Pernament (EO) Ne 1925/2006 na EBponetickus napnameHT u Ha CbBeTa OT
20 nekemBpu 2006 r. OTHOCHO BJIAraHETO HA BUTAMUHU, MUHEPAIH U HSIKOHU JAPYTU

BemtectBa B xpanute (OB L 404, 30.12.2006 r., ctp. 26).

Hupextusa 2007/2/EO na EBponeiickus napaament u Ha CpBeta ot 14 mapt 2007 1. 32
ch3laBaHe Ha HH(PACTPYKTypa 3a NpocTpaHCTBeHa nHpopMarusa B EBponelickaTa

obmHoct (INSPIRE) (OB L 108, 25.4.2007 r., cTp. 1).

Hupextusa 2008/56/EO na EBponeiickus napaameHT 1 Ha CpBeta ot 17 ronu 2008 . 3a
Ch3/laBaHE Ha paMKa 3a aeiicTBue Ha OOmHOCTTa B 00J1aCcTTa HA TIOJIMTHUKATA 32 MOPCKa

cpena (PamxoBa nupexTuBa 3a Mopcka crpaterusi) (OB L 164, 25.6.2008 r., ctp. 19).

Hupextusa 2008/50/EO na EBponelickus napnameHT 1 Ha CbBeta oT 21 mait 2008 T.
OTHOCHO KaueCTBOTO Ha aTMOC(EepHHUs BB3AYX U 3a MMO-4uCT Bb31yX 3a EBpona (OB L 152,

11.6.2008 r., ctp. 1).
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30. Hupextusa 2008/98/EO na EBponeiickus mapnamenT u Ha CbBeta oT 19 HoemBpu 2008 .
OTHOCHO OTIIaBIIUTE U 32 OTMsIHA Ha omnpeaeneHu nupektusu (OB L 312, 22.11.2008 r.,

ctp. 3).

31. JupextuBa 2008/105/EO na EBponeiickus mapiameHT U Ha CbBeTa OT
16 nexemBpu 2008 r. 3a onpenesHE Ha CTaHAAPTH 3a KA4ECTBO Ha OKOJIHATA CPEla B
00J1acTTa Ha MOJIMTHKATA 3a BOJAUTE, 32 N3MEHEHHE U MTOCIIe/IBalla OTMAHA Ha
mupextusu 82/176/ENO, 83/513/EUO, 84/156/ENO, 84/491/ENO, 86/280/EVO na
CoBeta 1 3a u3menenue Ha Jlupexkrusa 2000/60/EO nHa EBporneiickus mapiaMeHT 1 Ha

Coaera (OB L 348, 24.12.2008 r., ctp. 84).

32. Pernament (EO) Ne 1272/2008 na EBponeiickus mapiameHnT u Ha CbBeTa OT
16 nexemBpu 2008 T. OTHOCHO KJIaCH(PHUITUPAHETO, ETUKETUPAHETO M OITAKOBAHETO Ha
BEILIECTBA U CMECH, 32 M3MEHEHHE U 32 OTMsIHA Ha qupektuBu 67/548/EMO u 1999/45/EO

u 3a u3mMeHnenue Ha Permament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 ., cTp. 1).

33. Pernament (EO) Ne 1331/2008 na EBponeiickus napiamenT u Ha CbBeTa OT
16 nexemBpu 2008 . 32 ycTaHOBSIBaHE Ha 00II[a pa3pelInTeIHa npoieaypa 3a 100aBKUTe B
XpaHUTE, CH3UMHTE B XpaHUTE U apomatuszantute B xpanute (OB L 354, 31.12.2008 r.,

ctp. 1).

34. Pernament (EO) Ne 1332/2008 na EBponelickus napiameHT 1 Ha CbBeTa OT
16 nexemBpu 2008 r. OTHOCHO €H3UMUTE B XpaHUTE U 32 U3MEHEHHE Ha
Hupektusa 83/417/ENO na CnBeta, Permament (EO) Ne 1493/1999 na CoBera,
Hupextusa 2000/13/EO, dAupextuna 2001/112/EO na CrBeta u Pernament
(EO) Ne 258/97 (OB L 354, 31.12.2008 ., ctp. 7).

35. Pernament (EO) Ne 1333/2008 na EBponelickus napiameHT 1 Ha CbBeTa OT

16 nexemBpu 2008 r. oTHOCHO 106aBKuTE B Xpanute (OB L 354, 31.12.2008 r., ctp. 16).
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36.

37.

38.

39.

40.

41.

Pernament (EO) Ne 1334/2008 na EBponeiickus mapiaameHnT u Ha CbBeTa OT

16 nexemBpu 2008 r. OTHOCHO apOMAaTU3aHTUTE U OINPEAEICHU XPAHUTEIHHU ChCTaBKHU C
apOMAaTUYHU CBOWCTBA 3a BJIaraHe BbB WM BbPXY XpPaHU U 3a U3MEHEHHe Ha PernameHT
(EMO) Ne 1601/91 na CoBeta, perstamenTs (EO) Ne 2232/96 u (EO) Ne 110/2008 u
Hupextusa 2000/13/EO (OB L 354, 31.12.2008 r., ctp. 34).

Hupextusa 2009/125/EO na EBponeiickus napiameHT u Ha CbBeTa OT
21 okromBpu 2009 r. 3a ch37aBaHe HA paMKa 3a OINpeeisiHEe Ha U3UCKBAHUSATA 32
€KOJIM3alH KbM MPOJIYKTH, CBBp3aHu ¢ eHepronotpednenuero (OB L 285, 31.10.2009 1.,

ctp. 10).

Pernament (EO) Ne 401/2009 na EBponetickust mapinamenT u Ha CbBeTa OT
23 anpun 2009 r. otHocHO EBpomelickaTa areHIus 3a OKoJjiHata cpena u EBponeiickara
Mpeska 3a nHpopmManus 1 HabmoaeHue Ha okonHata cpeaa (OB L 126, 21.5.2009 r.,

ctp. 13).

HupextuBa 2009/32/EO na EBponeiickust mapnamenT u Ha CpBeta ot 23 anpuin 2009 . 3a
cOnmxaBaHe Ha 3aKOHOAATENICTBATa HA IbP)KaBUTE WICHKH OTHOCHO €KCTPAKIIMOHHHUTE

Pa3TBOPHUTCIIN, U3II0JI3BAHH B IIPOU3BOJACTBOTO HA XPaHU U CbCTABKUTC HAa XpaHU

(OB L 141, 6.6.2009 ., ctp. 3).

Hupextusa 2009/48/EO na EBpomnetickus napiameHT 1 Ha CbBeta ot 18 ronu 2009 r.

OTHOCHO Oe3omacHocTTa Ha aAerckure urpadku (OB L 170, 30.6.2009 r., ctp. 1).

Pernament (EO) Ne 1069/2009 na EBponeiickus napiameHT 1 Ha CbBeTa OT
21 oxromBpu 2009 r. 3a ycTaHOBSIBaHE Ha 3[paBHU IIpaBHJIa OTHOCHO CTPAHUYHU
KUBOTUHCKH MPOJYKTH U IPOU3BOIHU NIPOAYKTH, HEMPETHA3HAYEHH 32 KOHCYMAallUsl OT

yoBeKka 1 3a oTMsHa Ha Permament (EO) Ne 1774/2002 (OB L 300, 14.11.2009 r., cTp. 1).
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42.

43.

44,

45.

46.

47.

48.

Pernament (EO) Ne 1107/2009 na EBponeiickus napiaameHnT u Ha CbBeTa OT

21 oxtomBpu 2009 r. OTHOCHO ITyCKAaHETO Ha Ma3apa Ha MPOAYKTH 3a paCTUTEIHA 3aIlUTa U
3a otMsHa Ha aupektuu 79/117/EVO u 91/414/EVO na CwBera (OB L 309,

24.11.2009 1., ctp. 1).

Hupextusa 2009/128/EO na EBponeiickus napiaameHT u Ha CbBeTa OT
21 okromBpu 2009 r. 3a ch3aaBaHe Ha paMKa 3a AeiicTBue Ha OOUIHOCTTA 32 TOCTUraHe Ha

yctoiunBa ynotpeba Ha nectuiiuau (OB L 309, 24.11.2009 r., ctp. 71).

HupextuBa 2009/148/EO na EBponeiickus mapiaameHT 1 Ha CrBera oT 30 HoemBpu 2009 T.

OTHOCHO 3aluTraTra Ha pa6OTHI/IIII/IT€ OT PUCKOBEC, CBbP3aHU C CKCIIO3UIUA Ha az0ecT 1o

Bpeme Ha padota (OB L 330, 16.12.2009 r., cTp. 28).

Pernament (EO) Ne 1221/2009 na EBponetickus napnameHT u Ha CbBeTa OT

25 noemBpu 2009 r. OTHOCHO JOOPOBOIHOTO ydacTue Ha opranu3anuu B Cxemara Ha
O6mHOCTTa 32 ynpasieHue o okoiaHa cpena u onut (EMAS) u 3a otmsina Ha Pernament
(EO) Ne 761/2001 n ma pemenus 2001/681/EO u 2006/193/EO na Komucusita (OB L 342,
22.12.2009 1., ctp. 1).

Pernament (EO) Ne 1223/2009 na EBponeiickus napiameHT 1 Ha CbBeTa OT

30 noemBpu 2009 r. otHOCHO KO3MeTuuHUTE TIpoykTH (OB L 342, 22.12.2009 1., cTp. 59).

Hupextusa 2010/75/EC na EBponeiickus napiameHnt u Ha CbBeta oT 24 HoemBpu 2010 r.
OTHOCHO EMHUCHHTE OT IPOMUILIEHOCTTA U OT OTIJIEKIAHETO HA CEJICKOCTONAHCKU
KHMBOTHH (KOMILJIEKCHO IPEAOTBpaTsABaHEe U KOHTPOJ Ha 3ambpcsiBaneTo) (OB L 334,

17.12.2010 r., ctp. 17).

Pernament (EO) Ne 66/2010 na EBponeiickus napnameHT 1 Ha CbBeTa OT

25 noemBpu 2009 r. otHOCHO ekomapkupoBkara Ha EC (OB L 27, 30.1.2010 ., cTp. 1).
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49. HupextuBa 2011/65/EC na EBponeiickus napiaamenT u Ha CbBerta ot 8 tonu 2011 1.
OTHOCHO OI'PaHUYEHHETO 32 YIOTpeOaTa Ha ONPEAC/ICHH ONIaCHU BEIECTBA B

EJEKTPUIECKOTO U eJIeKTpOHHOTO obopyasane (OB L 174, 1.7.2011 r., ctp. 88).

50. Pernament (EC) Ne 1169/2011 na EBponetickus napiameHT 1 Ha CbBeTa OT
25 okromBpu 2011 r. 3a mpegocTaBsHETO Ha HHPOPMALIUS 32 XPAHUTE HA TIOTPEOUTEIHTE,
3a n3meHenue Ha pernameHtd (EO) Ne 1924/2006 u (EO) Ne 1925/2006 na EBpomneiickus
napiameHT ¥ Ha ChBeTra u 3a oTMsiHa Ha Jlupektusa 87/250/ENO na Komucusita,
JupextuBa 90/496/ENO na Cobeta, JJupextura 1999/10/EO na Komucusira,
Hupextusa 2000/13/EO na EBponeiickust nmapinamenT u Ha CbBeTa,
mupektaBu 2002/67/EO u 2008/5/EO na Komucusra u Ha Permament (EO) Ne 608/2004 Ha
Komucusra (OB L 304, 22.11.2011 r., cTp. 18).

51. Pernament (EC) Ne 528/2012 na EBpomnetickus napnameHT u Ha CbBeta ot 22 Mmait 2012 1.
OTHOCHO TIPEIOCTaBSIHETO Ha Ma3zapa u ynorpedara na 6uoruau (OB L 167, 27.6.2012 r.,

ctp. 1).

52. Hupektusa 2012/18/EC na EBponeiickus napiament u Ha CbBeTa oT 4 tonu 2012 1.
OTHOCHO KOHTPOJIa Ha OMACHOCTUTE OT T'OJIEMH aBapUU, KOUTO BKJIIOYBAT OMACHH

BEIIIECTBA, 32 M3MEHEHHE U TocieaBaiia otMsiHa Ha JlupextuBa 96/82/EO na CbBeta

(OB L 197, 24.7.2012 r., ctp. 1).

53. Hupextura 2012/19/EC na Eponeiickus napiamenT u Ha ChBeta oT 4 tonu 2012 .
OTHOCHO OTMAIBIIH OT eNEKTpHUecKo U enekTpoHHo obopyasane (OEEO) (OB L 197,

24.7.2012 r., ctp. 38).
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54.

55.

56.

57.

Pernament (EC) Ne 649/2012 na EBponeiickust napaamenT u Ha CbBerta ot 4 1omu 2012 1.

OTHOCHO M3HOCa U BHOca Ha onacuu xumukanu (OB L 201, 27.7.2012 r., ctp. 60).

Pernament (EC) Ne 609/2013 na EBponeiickus nmapiamenT u Ha ChrBera ot 12 ronu 2013 .
OTHOCHO XpaHUTe, PeHa3HAueHH 3a KbpMaueTa U MaJIKH JIella, XpaHUTE 3a CIeIUAIHU
MEIULIMHCKH LIEJIU U 3aMECTUTEINTE Ha LIEJIOAHEBHUSI XPAHUTENIEH [IPUEM 3a PETYJIMpPaHE
Ha TEJIECHOTO TErJo u 3a oTMsHa Ha JJupexktua 92/52/EMO na ChBera,

mupextusu 96/8/EO, 1999/21/EO, 2006/125/EO u 2006/141/EO na Komucusra,
HupextuBa 2009/39/EO na EBponetickus napiaMeHT 1 Ha CbBeTa U pErilaMeHTH

(EO) Ne 41/2009 u (EO) Ne 953/2009 na Komucusra (OB L 181, 29.6.2013 r., c1p. 35).

Hupextusa 2014/28/EC na EBponeiickus napiament u Ha CbBeTa oT 26 deBpyapu 2014 r.
3a XapMOHU3MpaHe Ha 3aKOHO/IaTeJICTBAaTa Ha AbP)KaBUTE WICHKH 3a MPEJAOCTaBsIHE HA
rasapa 1 HaJ30p Ha B3pUBHUTE BellecTBa 3a rpaxaancku e (OB L 96, 29.3.2014 r.,

ctp. 1).

Hupextusa 2014/40/EC na EBponeiickus napiamenT u Ha CpBerta ot 3 anpun 2014 1. 3a
cObKaBaHe Ha 3aKOHOBUTE, MOJ[3aKOHOBUTE U a/IMUHUCTPATHBHUTE pa3nopeon Ha
JbP)KaBUTE WICHKH OTHOCHO ITPOU3BOJICTBOTO, IIPEJCTABSIHETO U MpojakOara Ha
TIOTIOHEBH M CBBP3aHU C TIX U3AeNus u 3a otMsaHa Ha Jupexktusa 2001/37/EO (OB L 127,

29.4.2014 r., ctp. 1).
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58.

59.

60.

Pernament (EC) 2015/2283 na EBpomneiickus mapnament u Ha CbBeTa OT

25 noemBpu 2015 r. OTHOCHO HOBUTE XpaHHU, 32 U3MEHEHUE Ha PernameHt

(EC) Ne 1169/2011 na EBpornetickust mapsiameHT 1 Ha ChBeTa M 32 OTMsIHA Ha PeriiameHT
(EO) Ne 258/97 na EBponeiickust mapiameHT 1 Ha ChBeTa 1 Ha PerimamenT

(EO) Ne 1852/2001 na Komucusra (OB L 327, 11.12.2015 r., cTp. 1).

Hupextusa (EC) 2016/2284 na EBponeiickus napiaameHT u Ha CbBeTa OT
14 nexemBpu 2016 T. 32 HamasIBaHe HA HAITMOHATHUTE EMUCHHU Ha HIKOU aTMOC(HEPHHU
3amMbpcuTenu, 3a n3mMeHeHnue Ha Jlupextusa 2003/35/EO u 3a oTMsiHa Ha

Jlupektuga 2001/81/EO (OB L 344, 17.12.2016 1., c1p. 1).

Pernament (EC) 2017/625 na EBponeiickus napiaameHT u Ha CbBera ot 15 mapt 2017 .
OTHOCHO O(GHIMATIHUSA KOHTPOJI U APYrUTe OPULHAIHU AeHHOCTH, U3BBPIIBAHU C OIJIE]
11eJ1 1a Ce rapaHTHpa MPUJIaraHeTo Ha 3aKOHOJIATEeJICTBOTO B 00J1aCTTa HA XPAHUTE U
bypakuTe, mpaBUiIaTa OTHOCHO 3/IpaBEONa3BAHETO HA )KUBOTHUTE M XYMaHHOTO
OTHOIIICHHUE KBbM TAX, 3[pABETO HA PACTCHUATA, U TIPOIYKTUTE 32 PACTUTEIIHA 3aIINTA, 32
u3menenue Ha pernameHT (EO) Ne 999/2001, (EO) Ne 396/2005, (EO) Ne 1069/2009,
(EO) Ne 1107/2009, (EC) Ne 1151/2012, (EC) Ne 652/2014, (EC) 2016/429 u

(EC) 2016/2031 na EBponelickust napiameHT 1 Ha CbBera, pernamentu (EO) Ne 1/2005 u
(EO) Ne 1099/2009 na Coaera u aupextusu 98/58/EO, 1999/74/EO, 2007/43/EO,
2008/119/EO u 2008/120/EO na CwBera, u 3a otMsiHa Ha periamentd (EO) Ne 854/2004 u
(EO) Ne 882/2004 na EBponeiickus napnameHnTt u Ha CbBeta, qupextusu 89/608/ENO,
89/662/EV0, 90/425/EN0O, 91/496/ENO, 96/23/EO, 96/93/EO u 97/78/EO na CbBeta u
pemenue 92/438/EMO na CoBeta (Pernament otHocHo odunmanuus koutpoi) (OB L 95,

7.4.2017 r., ctp. 1).
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61.

62.

63.

64.

65.

66.

Pernmament (EC) 2017/745 na EBponeiickust napnament 1 Ha ChBeTa ot 5 anpuit 2017 . 3a
MEIUIIMHCKUTE U3/1emus, 3a n3meHenne Ha Jlupektusa 2001/83/EO, Pernament

(EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oTMsiHa Ha

mupextusu 90/385/ENO u 93/42/EVO na CeBeta (OB L 117, 5.5.2017 r., cTp. 1).

Pernament (EC) 2017/852 na EBponeiickus napiameHT u Ha CbBera ot 17 mait 2017 1.
OTHOCHO WBaka u 3a orMsiHa Ha Permament (EO) Ne 1102/2008 (OB L 137, 24.5.2017 1.,
ctp. 1).

Pernament (EC) 2019/4 na EBponeiickus nmapiamenT v Ha ChBeta ot 11 nexemBpu 2018 r.
OTHOCHO ITPOU3BOJICTBOTO, ITyCKAHETO Ha Ma3apa u yrnorpedaTa Ha MEIUKaMEHTO3HU
bypaxwu, 3a m3menenne Ha Permament (EO) Ne 183/2005 na EBpomeiickus mapiaMeHT U Ha

CwBera u 3a otMsHa Ha [Jupextusa 90/167/EMO (OB L 4, 7.1.2019 r., c1p. 1).

Pernament (EC) 2019/1009 na EBpornetickus mapnameHT u Ha CbBeta o1 5 tonu 2019 1. 32
olpezielisiHE Ha MpaBuJila 3a peaocTaBsiHe Ha na3apa Ha EC npoayKkTu 3a HaTOpsiBaHE U 3a
n3meHenne Ha periaameHTH (EO) Ne 1069/2009 u (EO) Ne 1107/2009 u 3a oTMsiHa Ha
Pernament (EO) Ne 2003/2003 (OB L 170, 25.6.2019 r., ctp. 1).

Pernament (EC) 2019/1021 na EBponeiickus napnament u Ha CbpBeta oT 20 ronu 2019 1.

OTHOCHO ycToitunBuTe oprannunu 3ambpeutenu (OB L 169, 25.6.2019 r., ctp. 45).

Hupexktusa (EC) 2020/2184 na EBponeiickust napaameHnTt u Ha CbhBeTa OT
16 nexemBpu 2020 1. OTHOCHO Ka4€CTBOTO Ha BOJATa, MpeJHa3HAUEHa 32 KOHCYMAIIHs OT

yoBeka (OB L 435, 23.12.2020 r., cTp. 1).
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67. Pernament (EC) 2024/1991 na EBpomneiickus mapnament U Ha ChBeta oT 24 1ouu 2024 r.
OTHOCHO BB3CTAHOBSIBAHETO Ha MpHpojaTa u 3a u3menenue Ha Permament (EC) 2022/869

(OB L, 2024/1991, 29.7.2024 r., c1p. 1).

68. Pernament (EC) 2023/1542 na EBponeiickus napiamedT u Ha ChBera ot 12 1omm 2023 T.
3a OaTepuuTe M HETOJHUTE 3a ynoTpedba OaTepuu, 3a U3MEHEHUE Ha
Hupektusa 2008/98/EO u Permament (EC) 2019/1020 u 3a oT™MsiHA Ha
HupextuBa 2006/66/EO (OB L 191, 28.7.2023 r., ctp. 1).

69. Pernament (EC) 2024/573 na EBponeiickus mapiameHT U Ha CbBeTa OT
7 @eBpyapu 2024 r. 3a payopchabpKANIUTE TAPHUKOBU Ta30BE, 32 U3MEHEHUE Ha
Hupextusa (EC) 2019/1937 u 3a ormsana Ha Pernament (EC) Ne 517/2014
(OB L, 2024/573, 20.2.2024 1.).

70. Pernament (EC) 2024/1781 na EBpomnetickus mapnameHT u Ha CbBeta oT 13 rouu 2024 r.
3a Ch3JaBaHE Ha paMKa 3a ONpeelisiHe Ha U3UCKBAHUATA 32 EKOIIPOEKTUPAHE 3a YCTOMUMBHU
npoayktH, 3a n3menenue Ha Jlupextusa (EC) 2020/1828 u Pernmament (EC) 2023/1542 n
3a otmsHa Ha [lupektusa 2009/125/EO (OB L, 2024/1781, 28.6.2024 r.).

Yact 2

[IpaBHu akToBe Ha ChIO3a, MOCOUYCHH B WieH 3, maparpad 3

Bcsiko mo3oBaBane Ha npaBHUTE akToBE Ha ChI03a, M30POEHU B HACTOSIIATa YacT, ce pa3doupa u
KaToO IMO30BAaBAHC HAa BCUYKH aKTOBC 3a U3IIBJIHCHHUE U ACTICTUPAHNU AKTOBEC, IPUCTU CBITIACHO

CHbOTBCTHHA aKT HaA Cuosa, KOraTto € OTHOCHUMO.

1. Hupextusa 2001/83/EO na EBponelickus napnamenT u Ha CbBeta oT 6 HoemBpu 2001 r.
3a yTBBpPKAaBaHe HA KojeKc Ha OOIIHOCTTa OTHOCHO JIEKAPCTBEHU MPOTYKTH 32 XyMaHHA

yrorpe6a (OB L 311, 28.11.2001 r., ctp. 67).
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Pernament (EO) Ne 726/2004 na EBponelickust napnameHT u Ha CbBeTa OT
31 mapt 2004 r. 3a ycTaHOBsIBaHE Ha Ipoueaypu Ha Cbhro3a 3a pa3pellaBaHe ¥ KOHTPOJI Ha
JIEKapCTBEHU MPOJIYKTH 3a XyMaHHa ynotpe0a u 3a cb3aBaHe Ha EBponeiicka areHuus mno

nekapcrBara (OB L 136, 30.4.2004 r., ctp. 1).

Pernament (EO) Ne 470/2009 na EBponetickust napnament u Ha CbBeta ot 6 maii 2009 r.
OTHOCHO yCTaHOBSIBaHE Ha Ipoleypu Ha OOLIHOCTTA 3a ONIPEAEITHE HAa JOIIYCTUMUTE
CTOMHOCTH Ha OCTaThYHU KOJIMUYECTBA OT (hapMaKOJIOTUYHOAKTUBHH CYOCTAaHIIUU B XPaHU
OT KUBOTUHCKH IPOou3Xoj, 3a otMsiHa Ha Permament (EMO) Ne 2377/90 na ChBera u 3a
n3meHenne Ha J{upextusa 2001/82/EO na EBponeiickus napiameHT u Ha CbBeTa 1 Ha
Permament (EO) Ne 726/2004 na EBponeiickus mapiament u Ha Coeta (OB L 152,
16.6.2009 1., ctp. 11).

Pernament (EC) 2019/6 na EBponeiickus napiament u Ha CbBeta oT 11 nekemspu 2018 T.

OTHOCHO BETE€pHUHAPHUTE JICKAPCTBEHH MPOAYKTH 1 3a oTMsiHa Ha {upexTtuBa 2001/82/EO

(OB L 4,7.1.2019 ., c1p. 43).
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HPUJIOKEHUE 11

PedepenTHr cTOHOCTH, TOCOYEHH B WieHOBE 8 1 27

Pedepentnu croitHocTH, KOUTO TPsIOBA /1a ObJAT BKIIOYEHH B PETUCTbpa HA pe)epeHTHUTE

CTOMHOCTH, TTOCOYEH B WieH 8, maparpad 3

1. [TpenBuICHUTE KOHLIEHTPALUK O€3 BB3ICUCTBHE, ONPEICIICHH KaTO YacT OT OI[CHKATa Ha
pucka 3a okonHarta cpeaa cbprimacHo Jupextusa 2001/83/EO, Pernament (EO) Ne 726/2004
u Pernament (EC) 2019/6.

Te3u pedepeHTHH CTOMHOCTH ce OrpaHHyaBar A0 AaHHUTE, MogaaeHu 1o EMA B koHTekcTa Ha
CHOTBETHUTE MPOILETYPH, KOUTO Ca MPUKIIOUYCHH CJIE]] 1aTaTa Ha BJIM3aHE B CHJIA HA HACTOS U
pernament. Korato e nenecro0pasHo, JaHHU, ¢ KOUTO pasnoiara EMA u kouTo ca pe3yaraT ot
MPOLEAYPH, MPUKIIOYESHU MIPE/In JaTaTa Ha BIM3aHE B CHJIa HA HACTOSIINS PEriiaMeHT, ChILI0 MOTaT

na ObJaT pas3riielaHy 3a BbBEXKIaHE B o0IIara miardopma 3a JaHHU.
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HPUJIOKEHUE 111

ITpaBHu akToBe Ha ChI03a, HOCOYEHU B wieHoBe 10 u 27

Bcesko mo3oBaBane Ha IIPAaBHUTE aKTOBC Ha C’BIOSa, I/I36pOCHI/I B HACTOAIIOTO IMPUIIOKEHHUE, CE
pa361/1pa M KaToO II030BaBaHC Ha BCUYKH aKTOBEC 3a U3II'BJIHCHUEC U ACJICTUPAaHU aKTOBEC, ITPUCTU

ChI''TaCHO CBOTBCTHHUA aKT Ha C'bIO?)El, Korarto € HCJICC’bO6pa3HO.

1. Pernament (EMO) Ne 315/93 na CwBeta ot 8 dpeBpyapu 1993 r. 3a ycranoBsiBane Ha
OOIITHOCTHY MPOLIETypH OTHOCHO 3amMbpcuTenuTe B Xxpanute (OB L 37, 13.2.1993 r.,
ctp. 1).

2. HupextuBa 94/62/EO na EBponetickus mapinamenT u Ha CbBeta oT 20 nexemBpu 1994 r.

OTHOCHO OMAaKOBKHUTE M OTHaabiuTe oT onakoBku (OB L 365, 31.12.1994 r., ctp. 10).

3. Hupektuba 98/24/EO na CwBeta ot 7 anpun 1998 1. 3a ona3BaHe Ha 37JpaBeTo U
0€30MacHOCTTa Ha paOOTHULIUTE OT PUCKOBE, CBBP3aHH C XMMHYHU areHTH Ha pabOTHOTO
MsICTO (YeTHpPUHAIeCeTa CTICIHalIHA TUPEKTUBA TI0 CMUCHIIA Ha WieH 16, maparpad 1 ot

Tnpextnea 89/391/EMO) (OB L 131, 5.5.1998 r., c1p. 11).

4. Hupextusa 2000/53/EO na EBponeiickus napnameHT u Ha CbBeTa OT
18 centemBpu 2000 r. OTHOCHO M3JIE3IUTE OT yroTpeda npeBo3Hu cpenctBa (OB L 269,

21.10.2000 r., cTp. 34).

5. Pernament (EO) Ne 178/2002 na EBponeiickus napiameHT u Ha CbBeTa OT
28 sayapu 2002 r. 3a ycTaHOBsIBaHE HA OOIMTE IPUHITUIINA U U3UCKBAHUS HA
3aKOHOJIATEJICTBOTO B 00JIACTTa Ha XpaHUTE, 3a Ch3/1aBaHe Ha EBporeiicku opraH 3a
0€30IacHOCT Ha XpaHUTE U 3a OIpeJIeIsIHe Ha MPOLelypHd OTHOCHO O€30M1acCHOCTTa Ha

xpanute (OB L 31, 1.2.2002 r., c1p. 1).

6. Hupextura 2002/32/EO na EBponetickus napiameHnT u Ha CbBeta oT 7 mait 2002 T.

OTHOCHO HEeXeJlaHUTE BellecTBa B XxpaHuTte 3a kuBoTHH (OB L 140, 30.5.2002 r., ctp. 10).
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10.

11.

12.

Pernament (EO) Ne 1831/2003 na EBponeiickus mapiaameHnT u Ha CbBeTa OT
22 centemBpu 2003 r. OTHOCHO 100aBKH 32 U3OI3BAaHE MPH XPAHEHETO HA )KUBOTHUTE

(OB L 268, 18.10.2003 r., ctp. 29).

HupextuBa 2004/37/EO na EBponetickus napiameHnT 1 Ha CbBeta ot 29 anpun 2004 T.
OTHOCHO 3alllMTaTa Ha pa0OTHUIIUTE OT PUCKOBE, CBbP3aHU C €KCIO3ULIUATA Ha
KaHIIEPOr'e€HU, MyTareH! WM TOKCUYHHU 3a PEeNpPOAYKIMITa BEIIECTBA M0 BpeMe Ha paboTa
(mrecTa crienragHa TMPEKTUBA MO0 CMUCHIIA Ha wieH 16, maparpad 1 ot

HupextuBa 89/391/ENO na Coeta) (OB L 158, 30.4.2004 r., cTp. 50).

Pernament (EO) Ne 1935/2004 na EBponeiickus mapiaamenT u Ha CbBeTa OT

27 oxtomBpu 2004 . OTHOCHO MaTEpPUATIUTE U MIPEIMETUTE, IPEAHAZHAUYECHHU 32 KOHTAKT C
xpaHnu, u 3a otMsiHa Ha upextusu 80/590/EMO u 89/109/EMO (OB L 338, 13.11.2004 r.,
cTp. 4).

Hupexrtusa 2004/107/EO na EBponeiickus napiameHT u Ha CbBeTa OT
15 nexemBpu 2004 1. OTHOCHO CHIBP’KAHUETO HA APCEH, KAJAMUH, )KUBAK, HUKEI U
MOJIMIUKIMYHA apOMaTHU BBIJIEBOI0poau B aTMocdepHus Br3ayx (OB L 23, 26.1.2005 r.,

ctp. 3).

Pernament (EO) Ne 396/2005 na EBponeiickus napiameHT u Ha CbBeTa OT

23 despyapu 2005 r. OTHOCHO MaKCUMAJTHO JOMYCTUMHUTE TPAHUIIM HAa OCTAThUHU
BEIIECTBA OT MECTHUIIMIU BB U BbPXY XPaHU WU PYPakKu OT PACTUTEIICH HITH
KMUBOTHUHCKH ITPOU3XO0/ U 3a u3MeHenue Ha Jlupexkrusa 91/414/EVO na CoBeta (OB L 70,

16.3.2005 r., cTp. 1).

Hupextusa 2006/118/EO na EBponeiickus napiaament u Ha CbhBeTa OT
12 nexemBpu 2006 r. 3a ona3BaHe Ha MOJ3EMHUTE BOJIM OT 3aMbPCSIBAHE U BIIOIIABaHE HA

cbeerosiueTo uM (OB L 372, 27.12.2006 r., cTp. 19).
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13. Pernament (EO) Ne 1907/2006 na EBponeiickus mapiaameHnT u Ha CbBeTa OT
18 nexemBpu 2006 T. OTHOCHO PErHCTpaLIUsTA, OLIEHKATA, pa3peIIaBaHETO U
orpannvaBaneTo Ha xumukanu (REACH), 3a cp31aBane Ha EBporielicka areHmus mno
XUMUKaIIH, 32 u3MeHenue Ha Jlupektusa 1999/45/EO u 3a orMsiHa Ha PernmamenT
(EMO) Ne 793/93 na ConBeta u Permament (EO) Ne 1488/94 na Komucusita, KakTo 1 Ha
Hupektusa 76/769/ENO na CoBeta u qupektusu 91/155/EN0O, 93/67/ENO, 93/105/EO
u 2000/21/EO na Komucusra (OB L 396, 30.12.2006 r., ctp. 1).

14. Hupextura 2008/105/EO na EBponeiickus mapiameHT U Ha CbBeTa OT
16 nexemBpu 2008 r. 3a onpenesHE Ha CTaHAAPTH 3a KAYECTBO Ha OKOJIHATA CPEla B
00J1acTTa Ha MOJIMTUKATA 32 BOAUTE, 3a N3MEHEHHE U MOCIIe/IBala OTMIHA Ha
mupektusu 82/176/ENO, 83/513/EWO, 84/156/ENO, 84/491/EVO, 86/280/ENO Ha
CwBera u 3a usmenenue Ha upexkrusa 2000/60/EO na EBporneiickus napiaMeHT U Ha

Coaera (OB L 348, 24.12.2008 ., cTp. 84).

15. Pernament (EO) Ne 1272/2008 na EBpomneiickus napiaameHnT u Ha CbBeTa OT
16 nexemBpu 2008 T. OTHOCHO KJIaCH(PHUITUPAHETO, ETUKETUPAHETO M ONTAKOBAHETO Ha
BEILIECTBA U CMECH, 32 M3MEHEHHE U 32 OTMsHA Ha qupektuBu 67/548/EMO u 1999/45/EO

u 3a m3menenue Ha Permament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 r., cTp. 1).

16. Pernament (EO) Ne 1331/2008 na EBponelickus mapiameHT 1 Ha CbBeTa OT
16 nexemBpu 2008 T. 32 ycTaHOBsABaHE Ha 00II[a pa3pelInTeTHa Ipoleypa 3a T00aBKUTE B
XpaHHUTe, eH3UMUTE B XpaHUTE U apoMatuzanTtute B xpanute (OB L 354, 31.12.2008 r.,

ctp. 1).
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17. Pernament (EO) Ne 1332/2008 na EBpomneiickus mapaameHnT u Ha CbhBeTa oT
16 nexemBpu 2008 T. OTHOCHO €H3UMUTE B XPAHUTE U 32 U3MEHEHHUE Ha
Hupextuna 83/417/ENO na CobBeta, Pernament (EO) Ne 1493/1999 na Coaera,
Hupextusa 2000/13/EO, Hupektuna 2001/112/EO na CoBeta u Pernament
(EO) Ne 258/97 (OB L 354, 31.12.2008 r., ctp. 7).

18. Pernament (EO) Ne 1333/2008 na EBponeiickus napiaamenT u Ha CbBeTa oT

16 nexemBpu 2008 1. oTHOCHO M06aBkuTe B xpanute (OB L 354, 31.12.2008 r., cTp. 16).

19. Pernament (EO) Ne 1334/2008 na EBponeiickust mapiameHT u Ha ChBeTa OT
16 nexemBpu 2008 r. OTHOCHO apOMaTU3aHTUTE U OINPEAEICHU XPAHUTEIHHU ChCTaBKHU C
apOMAaTUYHU CBOWCTBA 3a BJIaraHe BbB WM BbPXY XPaHU U 32 U3MEHEHHE Ha PerimaMeHT
(EMO) Ne 1601/91 na Coaera, pernamentu (EO) Ne 2232/96 u (EO) Ne 110/2008 u
Hupextusa 2000/13/EO (OB L 354, 31.12.2008 r., cTp. 34).

20. Hupextusa 2009/32/EO na EBponetickus napiamenT u Ha ChBera ot 23 anmpmit 2009 T. 3a
cOmmKaBaHe Ha 3aKOHO/IATEJICTBATA HA IBP)KABUTE WICHKH OTHOCHO CKCTPAKIIHOHHUTE

Pa3TBOPHUTCIIN, U3II0JI3BAHH B IIPOU3BOJACTBOTO HA XPaHU U CbCTABKUTC HAa XpaHU

(OB L 141, 6.6.2009 r., cTp. 3).

21. Hupextusa 2009/125/EO na EBponeiickus napiaameHnt u Ha CbhBeTa OT
21 oxtomBpu 2009 r. 3a ch3/1aBaHe Ha paMKa 3a OTIpeIeTIsIHe Ha U3UCKBAHMITA 32
€KO/IM3ailH KbM MPOJIYKTH, CBbp3aHu ¢ eHepronorpednaenuero (OB L 285, 31.10.2009 r.,

ctp. 10).

22. Hupextusa 2009/48/EO na EBponeiickus napnamenT u Ha CbBeta oT 18 tonu 2009 r.

OTHOCHO Oe3omacHocTTa Ha aerckure urpadku (OB L 170, 30.6.2009 r., ctp. 1).
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23.

Pernament (EO) Ne 1005/2009 na EBponeiickus mapiaameHnT u Ha CbBeTa OT

16 cenrremBpu 2009 1. OTHOCHO BEILIECTBA, KOUTO HapymiaBat 030HoBus cioi (OB L 286,

31.10.2009 r., cTp. 1).

24. Pernament (EO) Ne 1107/2009 na EBponeiickust mapiaameHT 1 Ha ChBeTa OT
21 oxtomBpu 2009 r. OTHOCHO ITyCKAaHETO Ha Ma3apa Ha MPOAYKTH 3a paCTUTEIHA 3aIlUTa U
3a otMmsHa Ha qupekTuBu 79/117/EVO u 91/414/EVO na CwBera (OB L 309,

24.11.2009 1., ctp. 1).

25. HupextuBa 2009/148/EO na EBponeiickus mapiaameHT 1 Ha CrBera oT 30 HoemBpu 2009 T.
OTHOCHO 3alluTaTa Ha pabOTHULIUTE OT PUCKOBE, CBBP3aHU C EKCIIO3ULIMS Ha a30ecT 1o
Bpeme Ha padota (OB L 330, 16.12.2009 r., cTp. 28).

26. Pernament (EO) Ne 1223/2009 na EBponelickus napnameHT u Ha CbBeTa OT
30 nHoemBpu 2009 1. oTHOCHO Ko3MeTuuHHTE npoayktu (OB L 342, 22.12.2009 r., cTp. 59).

217. Hupextusa 2011/65/EC na EBponeiickus napiaamenT u Ha CbBerta ot 8 tonu 2011 1.
OTHOCHO OTPaHMYECHHETO 3a yrnorpebdaTa Ha ONpPEeIICHN ONACHU BEIIECTBA B
€JIIEKTPUYECKOTO U eNeKTpOoHHOTO obopynBane (OB L 174, 1.7.2011 r., ctp. 88).

28. Pernament (EC) Ne 528/2012 na EBponeiickus napaameHnT 1 Ha CbBeta ot 22 maii 2012 r.
OTHOCHO TIPEIOCTaBSIHETO Ha Maszapa u ynorpebdara va ouoruau (OB L 167, 27.6.2012 r.,
ctp. 1).

29. Hupextusa 2012/19/EC na EBponeiickus napiament u Ha CbBeTa oT 4 1onu 2012 1.
OTHOCHO OTMAIBIIH OT eNEKTpHUecKo U enekTpoHHo obopyasane (OEEO) (OB L 197,
24.7.2012 r., ctp. 38).
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30.

31.

32.

33.

34.

Pernament (EC) 2019/4 na EBponeiickus mapiament u Ha CbBeta oT 11 nekemBpu 2018 1.
OTHOCHO ITPOU3BOICTBOTO, ITyCKAHETO Ha Masapa u ynorpedaTa Ha MEIUKAMEHTO3HU
dbypaxu, 3a usmenenue Ha Perimament (EO) Ne 183/2005 na EBpornelickust mapjiaMeHT U Ha

CoBeta 1 3a ormsiHa Ha JlupextuBa 90/167/EMO (OB L 4, 7.1.2019 ., c1p. 1).

Pernament (EC) 2019/1021 na EBpomneiickus mapnament u Ha CpBeta ot 20 1onu 2019 1.

OTHOCHO ycToiuuBHuTE oprannuHu 3ambpeutenu (OB L 169, 25.6.2019 r., ctp. 45).

Hupextua (EC) 2020/2184 na EBponetickus napiameHT U Ha CbBeTa OT
16 nexemBpu 2020 r. OTHOCHO Ka4e€CTBOTO Ha BOJATa, IPEJHA3HAYEHA 3a KOHCYMAIIUsS OT

yoBeka (OB L 435, 23.12.2020 r., cTp. 1).

Pernament (EC) 2023/1542 na EBporneiickust mapnament u Ha CpBeta oT 12 1tomm 2023 1.
3a OaTepuuTe M HETOJHUTE 32 ynoTpeba Obatepuu, 3a H3MEHEHUE Ha

Hupektusa 2008/98/EO u Pernament (EC) 2019/1020 u 3a oT™MsiHa Ha

HupexTtusa 2006/66/EO (OB L 191, 28.7.2023 r., cTp. 1).

Pernament (EC) 2024/1781 na EBpomneiickus mapnament u Ha ChBeta ot 13 1ouHu 2024 1.
3a Ch3JaBaHE Ha paMKa 3a onpezelisiHe Ha U3UCKBAHUATA 32 EKOMPOEKTUPAHE 32 YCTONYHUBH
npoaykTH, 3a usmenenue Ha J{upextusa (EC) 2020/1828 u Pernament (EC) 2023/1542 u
3a otMsaHa Ha Jupextusa 2009/125/EO (OB L, 2024/1781, 28.6.2024 r.)
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HPUJIOXKXEHUE 1V

Habopu ot gannu, KOuTo TpsiOBa Ja ObJAT BKIIIOYEHH KbM JIaTaTa Ha Ch3/JaBaHe

Ha oOmiara maTdopma 3a JaHHU

Bcnuky JaHHM OTHOCHO XMMHUKAJIUTE OT HAOOPUTE OT JaHHH, TOCOYCHH B TAOJIUIIATa MO-A0Y, CE
BKJIFOYBAT B 0o0mIaTa miargopma 3a JaHHU B TPUTOJUIICH CPOK, CYMTAHO OT ... [/1aTaTa Ha BIU3aHE
B CHJIa HA HACTOSMINS periiaMeHT]. ToBa BKIIOUBA TAaHHUTE, KOUTO CE€ TEHEPUPAT WIIH MIPEJICTABSAT
MPEIH ... [J1aTaTa Ha BIM3aHE B CHJIA HA HACTOSIIMS PETJIaMEHT]|, OCBEH aKO HE € IMTOCOYCHO APYTO,
KaKTO W JIJAHHUTE, ITOCOYEHU B CHOTBETCTBHUE C WICH 5, maparpad 2, KOMTO He ca MPEIOCTABeHH Ha

O6HI€CTB€HOCTTa cwriacHo akra Ha Chlo3a Ha IMPOU3XOId.
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Habop ot nanau

Omnucanue

JocTaBunk
Ha JaHHU

HaGopu ot nanau
3a] CIIEINAIN3H-
paHuUTe yCIyrH

HaHHI/I OTHOCHO XHUMHUKAJINUTC, 00XBaHATH OT:

IPCHEM (unen 7)

ToBa BKJIFOUBA BCUYKU JaHHU OTHOCHO XMMHKAJIUTE, KOUTO Ca
Biitouenu B IPCHEM, ynpasnsBana ot Komucusita, npeau
MpexXBbPIsAHETO Ha onepanusita Ha ECHA.

Komucus

Ha pedepeHTHH cToMHOCTH Ha Komucusita (dieH 8)

ToBa BK/ItOUBa CIIEAHUTE JTAHHMU:

a) perynaTopHu peepeHTHH CTOMHOCTH, O(HUITHATTHO
IIPUETH ChITIACHO MpaBHUTE akToBe Ha Chlo3a, N30pOCHU B
npuioxenue I;

0) Hay4yHU peepeHTHH CTOMHOCTH, HATUYHU B
o(umaHN CTaHOBHIIA, U3TOTBEHHU CHITIACHO MPABHUTE
akToBe Ha Cblo3a, n30poeHu B npuiioxxkenue I, yact 1; u

B) Hay4YHH pe(pepeHTHU CTOHHOCTH, IOCOYCHH B
npunoxenue I, mpousTuyamu oT CbOTBETHUTE IPOLELYPH,
KOUTO Ca IPUKJIFOUEHH CJIE]] BIIM3aHETO B CUJIA HA HACTOSILNS
periaMeHt.

Arennun

Wudopmanus 3a peryinaTopHu MPoLecH OTHOCHO XUMHUKAINUTE
(anen 10):

ToBa BKIItOUBa cieiHaTa HHPOPMALU:

a) nH(popMalus, ChIbpKallla Ce B ChIIECTBYBALIHS
MHCTPYMEHT 3a KOOPJAMHAIUS Ha OOILECTBEHUTE JIEHHOCTU Ha
ECHA;

0) rH(pOpMaIus 3a peryJaTOpPHH MPOIECH OTHOCHO
XUMHKAJINTE, HAJIMYHA YPe3 ChLIECTBYBAlllaTa MHUIIMATUBA Ha
EOBX 3a nmpeBprpiianero My B orBopeH oprad (Open EFSA); u
B) npyra uadopmarus, npegocrasena Ha EObX B
cbOTBeTCTBUE C wieH 10.

Opranu

WHdopmanys 0THOCHO 3aIbJIKEHUSATA ChITIACHO MPaBHUTE
akToBe Ha Cblo3a B o0nacTTa Ha XUMUKaauTe (wieH 13)
ToBa BKiIr0UBa MH(POPMALIKS OTHOCHO 3a]IBJKEHUATA
ChIJIaCHO MpaBHUTE akTOBE Ha Cbhro3a, U30POCHU B
npuioxeHue I, BKIrounTenHo nHpopMalys, HaTuuHa upes3
cblecTByBamusa nHctpyMeHT Ha ECHA 3a Thpcene Ha
3akoHonaTencTBo Ha EC B o0yacTTa Ha XMMHKAJUTE.

ECHA

XpaHwuile Ha CTaHAAPTHU GOpPMATH U KOHTPOITHPAHU
peununy (uneH 14)

ToBa BKIItOUBA CTaHAAPTHU POPMATH U KOHTPOIHPAHU
PEYHHUIIM, HAJTMYHU B ChOTBETCTBUE C 4WJieH 14.

AreH1uu,
Komucus
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Habop ot nanau Onucanue Jocrapunk
Ha JIaHHU
Peructparnuu o Peructpanmonnu nocuera, nojgaaeHu cbriaacuo asi Il or ECHA
PermamenTa Permament (EO) Ne 1907/2006.
REACH
Crnucek 3a — WNudopmanus 3a knacuukanusiTa 1 eTUKETUPAHETO, ECHA
KiacupuKalua U | MpeACTaBeHa B PETUCTPALIMOHHUTE JOcHeTa chritacHo s 11
€TUKETHPAHE T10 ot Pernament (EO) Ne 1907/2006 1 3a K0OsATO € IMOAAJACHO
Pernamenra CLP YBEJIOMJICHHE ChIIACHO Jis1 V oT PernameHT
(EO) Ne 1272/2008; u
— BnucBanus 3a xapMoHu3upaHa Kiacuukanus u
eTUKEeTHpaHe OT npuioxkeHue VI keMm Pernament
(EO) Ne 1272/2008.
3asiBiIeHUS 110 — 3asBneHus 32 0100pEHNE WU TTOTHOBSIBAaHE HA ECHA
PernamenTa 3a ol00peHe Ha aKTUBHU BEUIECTBA B OMOIM/IN CHIIIACHO
ouonuIuTe 32 rinasu Il u Il ot Permament (EC) Ne 528/2012 u Hannyau B
0JI00pEHHE U IUCLID; n
IOJTHOBSIBAHE Ha — O06001IeHNS HAa XapaKTEPUCTUKUTE HA OMOIUINTE,
aKTUBHU MO/IaJICHU OT 3asBUTENIHTE 3a pa3penieHue Ha Chro3a ChIiIacHO
BEILIECTBA U rinasa VIII ot Pernament (EC) Ne 528/2012 u oT 3asBuTENHTE
0000111IeHNS Ha coriacHo Pernament (EC) Ne 414/2013 u nanuynu B8 [UCLID.
XapaKTePUCTHKUTE
Ha OuoLuauTe
3asBIEHUS 110 3asBiieHus 3a 100aBSHE HAa HOBH BIIMCBAHUS U 32 U3MCHCHUC ECHA
JupekTuBara 3a WJIM TIPEMaxXBaHEe Ha CHIECTBYBAIM BIUCBAHUS OT
MUTeWHaTa BojJa €BPOTEHCKUTE TTOJOKUTEITHU CIIUCHIU Ha BEIIECTBA B KOHTAKT
3a BKJIFOYBAHE HA | C MUTEHHATa BOJA, MOAA/ICHU OT CTOMAHCKU CyOeKTH UIH OT
BEIIIECTBA B CHOTBETHUTE OpraHu chriacHo wieHd 13 ot JupektuBa
€BpoIeiicKuTe (EC) 2020/2184.
MTOJIOKUTETHI
CHHUCHLHU
PE-CONS 24/1/25 REV 1 3
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Habop ot nanau

Omnucanue

JocTaBunk
Ha JaHHU

VYBenomieHus 3a
HU3CJIeABaHUI

HNudopmanus 3a yBen1oMIISHUS 32 U3CIICABAHUS CIIe]T ITOaBaHe
Ha ChOTBETHATA PETUCTpAIlUs, 3aIBICHUE WU JPYTO
CHOTBETHO PEryJaTOPHO JOCHUE U OIIEHKA Ha BCHYKH UCKAHHS
3a MOBEPUTEITHOCT:

— ot 6a3zara nanuu Ha ECHA 3a yBegomiieHus 3a
W3CIIEJIBAHMS, TOCOYCHA B UJIEH 9 OT HACTOSIIMS PETIaMeHT; U
— oT 6a3zata manuu Ha EOBX, nocoyena B wied 326 oT
Pernament (EO) Ne 178/2002, mpenocraBena na ECHA B
CBHOTBETCTBHUE C WieH 9, maparpad 4 OoT HaCTOSIIIHS PErIaMEHT.

ECHA,
EOBX

baza nannu 3a
XUMUYECKH
OITACHOCTH
(OpenFoodTox)

bazara nanau Ha EOBX 3a onacHocTuTE, CBBHP3aHu C
XUMHKAJIH, B KOSITO ca CbOpaHH B CTPYKTypUpaH Gopmat
onenkure Ha EOBX 3a puckoBere, CBbp3aHU ¢ XUMHUKAJIH,
BKJTFOUMTEITHO XUMUYECKH UJICHTU(DUKATOPH, KPUTUYHU
KpalHU TOYKH, TOKCUKOJIOTHYHU peepeHTHH CTOMHOCTH U
MeTaJaHHu oT pe3yaTtatute Ha EOBX.

EOBX

Jannu ot
MOHHUTOpPHHTA Ha
XAMHKAJIATE

Jlanuu oT MOHUTOpUHTa Ha xuMuKanu Ha EOBX!, oOxBamanm
MHOYKECTBO PErJaMEeHTH B pAMKUTE HAa KOMIIETEHTHOCT Ha
EOBX u BxiItoYBamu:

— JAHHU OT MOHUTOPUHIA HA XUMHKAJIUTE 32 NECTULUAN
Y OCTAaThIM OT BETEPUHAPHU JIEKAPCTBEHU MPOIYKTU U TAaHHU
3a 3aMBbPCUTEIUTE;

— WH/IMBUyATHA U3MEPBAaHUS HA XUMUKAIH B
XpaHu/Qypaxku U APyrd MaTepuaiu, B3eTH KaTo NpooH B
paMKHTE Ha IEHHOCTH MO O(HIMATIEH KOHTPOI U
MIPaBONpUIIAraHe;

— M3MEpBaHUs Ha XMMHUKAIIUTE B XpaHUTE U pypaxure,
MOJIy4eHU OT MPOMMIIUIEHOCTTA; U

— JPYTH U3TOYHUIIM B OTTOBOP HA MCKAaHE 32 JIaHHHU.

EOBX

CoOupane Ha JaHHW: MOHUTOPUHT Ha xuMukai EOBX.
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Habop ot nanau

Omnucanue

JocTaBunk
Ha JaHHU

XpaHuTenHa
Bepura

Jlocuera Ha 3asBIICHHS 32 XpaHUTEIHA BEPUTA, ChIbPIKALIH
JAHHU OTHOCHO XMMHUKAJIMTE, MTOAAICHH Ype3 TuiaTdopmara 3a
€JIEKTPOHHO TI0J[aBaHE Ha 3asBJICHHS 32 XPAaHUTEIHA BEPUTA OT
3asBUTENIN B PA3IMYHU MPOJYKTOBH 00JIaCTH, peryIupanu
CBIJIACHO

Pernament (EO) Ne 1831/2003,

Pernament (EO) Ne 1935/2004,

Pernament (EO) Ne 1924/2006 u

Pernament (EC) 2015/2283, 1 HAJIMYHU B CTPYKTypUpPaHU
dopmaru.

EOBbX

3aaBieHUA
ceriacuo PITP3

Jlocuera, MoaieHH OT 3asBUTEIIUTE ChITIAaCHO PerimaMeHT
(EO) Ne 1107/2009 oTHOCHO MyCKaHETO Ha ma3zapa Ha
MPOAYKTH 32 PAaCTUTEIIHA 3alUTa, BKIFOYUTEIHO aKTUBHOTO
BCIICCTBO, MAKCUMAJIHO JOIMYCTUMUTEC I'PaHUIIN HA OCTATbYHU

BEILECTBA U OCHOBHUTE BUJIOBETE IIO1ABAHUsA, U HAJIUYHU B
IUCLID.

EOBbX

KauectBo Ha
BB3/yXa

JlaHHM OTHOCHO KaueCTBOTO HA BB3[yXa OT Pa3InYHU
W3TOYHUIIN, BKIFOUUTEITHO:

— JMHAMUYHU PEJOBE HA U3MEPBaHUs OT eBpoIleiickara
MpeXxa 32 MOHUTOPUHT Ha Ka4eCTBOTO Ha BB3yXa; U

— CTaTHCTUYECKH JJAHHU 33 3aMbPCUTEIUTE Ha Bb3/1yXa,
W3YHCICHH Bh3 OCHOBA Ha O(UIIMATHO IPOBEPEHH JaHHU 110
IbpkaBu, ceOpanu cbriaacHo upextusa (EC) 2024/2881,
HO 0e3 1a ce BKitouBa cbxpaHsiBaHata oT EAOC undopmanus
B IIOYTH PEATHO BpEME OTHOCHO Ka4eCTBOTO Ha Bb3AyXa U
CBBp3aHUTE C HETO MPOAYKTH OT JaHHH, Harp. MHiekca 3a
Ka4yecTBOTO Ha Bb3/yXa.

EAOC

baza nannu
Waterbase —
KayecTBO Ha
BOJaTa

JIMHAMWYHY peIOBE Ha KOHIICHTPAIIMN Ha XPAHUTCITHH
BEIIECTBa, OPTaHNYHHU BEIIECTBa, OMIACHU BELIECTBA U JIPYTH
XUMUKAIH B PEKH, €3epa, TIOJI3EMHU BOJIH, IPEXOJTHH,
KpalOpexH! U MOPCKH BOJM, TOKJIaBaHU B CbOTBETCTBHE CHC
Cnucbka 3a HaOMoIeHHuEe HAa XUMHUKAIU B TOBBPXHOCTHUTE
Boau cwriacHo Jupektuna 2000/60/EO (onpenensiHu chbIno
kato WISE-6).

EAOC

baza nannu
Waterbase —
E€MHUCHUU

JInHAMWYHU peoBe Ha EMUCUH Ha XPaHUTEIHU BEIIECTBA U
OITaCHU BEIIECTBA BHB BOJIaTa, JOKJIABAHU 3a TOAUITHOTO
HATOBAapBaHE HAa PEKUTE B MIPEXOHU, KpallOpe:KHU U MOPCKHU
Boau chraacHo Jupexktura 2000/60/EO (onpenensiHu ChImno
kato WISE-1).

EAOC
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IMTPUJIOXEHUE IV

Habop ot nanau Onucanue Jocrapunk
Ha JaHHU
Emucun ot JIaHHM OTHOCHO XMMUKAJIUTE BbB Bpb3Ka C U3IMYCKAHUSTA, EAOC
MPOMUIILICHOCTTa | MPEHOCA U eMUCUUTE Ha peryJupaHu 3aMbpPCUTEINH,
JOKJIa/IBaHU OT IbP>KABUTE YICHKHU B EBpOINENCKUS pErucThbp
3a U3IYCKAaHETO U IIPEHOCa Ha 3aMbPCUTEIHN ChIVIACHO
Pernament (EO) Ne 166/2006 u {upextuna 2010/75/EC.
WNuBenTtapuzanus | JlaHHU OTHOCHO EMHUCHUUTE HA 3aMbpPCUTEN HA Bb3IyXa, EAOC
Ha EMUCHHUTE T10 JOKJIa/IBaHU OT IbP>KABUTE YJIEHKH CbhIyIacHO JlupekTuBa
JupekTunara 3a (EC) 2016/2284 u chappskaiiy ce B MHBEHTapU3aIMsaTa Ha
HTE E€MHUCHUUTE.
JlanHu 3a OneHka Ha pucKa 3a OKOJIHATa Cpeia U HEKJIMHUYHU AaHHU 32 | EMA
JIEKApCTBEHU 0€30MacHOCT OT 3asBJICHUS 3a U3/1aBaHE HA pa3pelIeHUs 3a
MPOJIYKTH 32 THPrOBUS C JICKAPCTBEHH IMPOIYKTH 3a XyMaHHa yrnorpeda
XyMaHHa cbriiacHo Jupextusa 2001/83/EO u Pernament
ynoTtpe0a BbB (EO) Ne 726/2004. Toa BKJIFOUBA €MHCTBCHO JAHHH 32
Bpb3Ka C OLICHKATa | aKTUBHUTE BEILIECTBA, oAaaeHu 10 EMA B KOHTekcTa Ha
Ha pHUCKa 3a CHOTBETHUTE MPOLETYPH, KOUTO Ca MPUKIIOYCHH CIIE]T
OKOJIHATA Cpefia U | BJIM3aHETO B CHJIA HA HACTOSIIIMS PErIaMeHT.
HEKJIMHUYHUTE
JTaHHU 32
6e3omacHoCT
JlaHHH 3a JlaHHU OT OllEHKaTa Ha pHCKa 3a OKOJHATa CpPeJa, EMA
BETEpUHAPHU MaKCUMaJIHU TPAaHUYHU CTOMHOCTH HA OCTAThYHU BELIECTBA
JIEKapCTBEHU (MJIT'OB) u nannu ot onenkata Ha MJII'OB ot 3asBieHus 3a
MPOYKTU BHB W3/1aBaHe Ha Pa3pellIeHUs 3a ThPTOBUS C BETEPUHAPHU
Bpb3Ka C OLIEHKaTa | JIekapcTBeHU NpoykTu cbrinacHo Pernament (EC) 2019/6 n
Ha pHUCKa 3a Pernament (EO) Ne 470/2009.
OKOJIHATa cpefa 1 | ToBa BKJIIOYBA €IMHCTBEHO IAHHM 32 aKTUBHUTE BEIIECTBA,
MaKCUMAaJTHO noganenu 10 EMA B KOHTEKCTa Ha ChOTBETHUTE TIPOLIEIYPH,
JOMYCTUMHUTE KOUTO Ca MPUKIIOYEHU CIIe]l BIM3aHETO B CUJIa HA HACTOSIIIHS
TPaHUIM HA perjJameHr.
OCTAaThYHU
BelIeCTBa
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IHPUJIOXEHUE V

ITpaBHu akTOBe Ha ChI03a, TOCOYEHU B wieHoBe 11 u 27

Bcesko mo3oBaBane Ha I/I36p06HI/ITe B HACTOAIIOTO IIPUIIOKCHHUE IIPpaBHHU aKTOBE Ha Cnr03a ce
pa361/1pa KaTo I1030BaBaHE HA JaHHHUTEC 3a XUMHKAJIMTC B U3ACJINA WU ITPOAYKTH, KOUTO CC

reacpupar i NpcACTaBAT KaTO YaCT OT U3IIBJIHCHUCTO HAa CbOTBCTHUA MTPABCH AKT Ha Cn1o03a.

1. Pernament (EC) 2017/745 na EBponeiickus napiaameHT u Ha CbBera ot 5 anpun 2017 r. 3a
MEIUIIMHCKUTE U3/enus, 3a usMeHenue Ha J(upexkrusa 2001/83/EO, Pernmament
(EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oTmsiHa Ha
nupexktau 90/385/EVO u 93/42/ENO na Coeta (OB L 117, 5.5.2017 ., ctp. 1).

2. HupexTtusa 2008/98/EO na EBponeiickus mapnamenT u Ha CpBeta oT 19 HoemBpu 2008 T.
OTHOCHO OTITAIBIIUTE W 32 OTMsIHA Ha onpeneneHu aupektusu (OB L 312, 22.11.2008 1.,

ctp. 3).

3. Pernament (EC) 2024/1781 na EBpomneiickus mapnament U Ha CpBeta oT 13 1ouHu 2024 1.
3a Ch3/1aBaHE HA PaMKa 3a OIpE/IeIIsIHE Ha N3MCKBAHUATA 32 EKOMPOCKTUPAHE 32 YCTONYHNBH
npoaykTH, 3a usmenenue Ha J{upextusa (EC) 2020/1828 u Pernament (EC) 2023/1542 u
3a otMmsHa Ha [lupektusa 2009/125/EO (OB L, 2024/1781, 28.6.2024 r.).
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