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HactosiwoTo pesroMe CbAbpIKa OCHOBHU NpPenopbkKu KbM perncrpaHTture. To ce
OCHOBaBa Ha rogvllHMA aoksnaa 3a oueHka Ha ECHA. Llenums goknaa Ha
AHIJIMUCKM e3UK MOXKeTe fia HaMepuTe Ha: echa.europa.eu/evaluation

Mpernea: oCHOBHM NPenopbkKMU KbM perucrpaHTure

Mpenopbknte Ha ECHA ca npegHa3sHayeHW KakTo 3a 6baewm PErNCTPaHTN, N3roTeAaLlLN
perncTtpaumMoHHnN AOCMETa 3a NbPBU NbT, TaKa U 3a CbLECTBYBallMN PErmMcTpaHTn, KOUTO
MoraT Aa M,L'J,EHTVICbVILI,MpaT noTeHUManHn HeEAO0CTAaTbUN B TEKYLWLNUTE CN OCUETA U
CbOTBETHO Aa ' aKTyanunsunpar.

N3NMNTBAHNA BBPXY XXUBOTHU TPABBA AA CE NPEANPUEMAT CAMO B

KPAEH CJTY4YAH

=[lpoy4yeTe aKTMBHO BCUMYKM BB3MOXHOCTU 3a ynoTpeba Ha Be4ye CblLLIECTBYBallaTa
MHpOpPMaLMSA M Ha anTepHaTUBHW METoAM, 33@ Aa M3NbIAHUTE U3NCKBaHUATA 3a
nHdopMaums. MNoaabp)KaTe apxmBe, 3a Aa AEMOHCTpUPATE CbOBpaKEHUSATA CU.

eHe 3abpaBsaiTe, 4ye npunoxeHumssTa Ha REACH ce npunaraT nocrenoBaTesHo.
CnepoBaTenHO wu3nckBaHuATa B [lpunoxeHune VII 3a u3nuTtBaHe 4pes in vitro
ApasHeHe TpsbBa ga 6baaT M3NbAHEHM, Npean na ce MNOMUCIM 3a MeToauTe 3a
n3nuTeaHe in vivo B lNpunoxeHune VIII.

3aab/KeHMeTo 3a 06MeH Ha [aHHM BaXM 3a BCEKU PErucTtpaHT Mo persiaMeHTa
REACH He3aBMCMMO OT CTaTyCa Ha HEroBoTO BeLecTBO — BbBeAEHO WU
HeBbBeAEeHO. 3aToBa NOTEHUMANHUTE PEerncTtpaHTM Ha edHO M CblO BeLwecTBO
TpsbBa Aa cu CbTpyaHuU4aT, 3a Aa 0bMeHAT HeobxoammaTa MHdopMauus n ga ce
criopa3syMedT 3a gartaTta Ha CbBMECTHOTO nojaBaHe.

«06CbxaaHuaTa No NpeanoXeHusaTa 3a NpoBeXxaaHe Ha W3NUMTBaHE MNpeaocTaBsaT
Bb3MOXHOCT 3a MNoJaBaHe Ha BCsKa BanmagHa MHboOpMauusl, KOSTO MOXe Aa ce
OTHacsa A0 BbMpocHaTa KpuTuyHa(M) Touyka(u) Ha ONACHOCT M MOXe Aa Hamnpaswu
W3IULLIHO U3MNUTBAHETO BbPXY XMUBOTHMU.
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AOBPOTO NO3HABAHE HA PAMKATA 3A OLEHKA YPE3 READ-ACROSS
(RAAF) E BAXXHO 3A Cb3AABAHE HA YCINELUEH CJTYHAN MO nNoAXOAA

READ-ACROSS

=OcurypsiBainTe noaxoasila AOKYMeHTalUMs 3@ Hay4yHaTa o60CHOBKa Ha BCEKM read-
across.

ePerncrtpaHtute MoraTt ga u3nonseaT RAAF, 3a ga unageHtuduumpaTt acnektm oT
o6ocHOBKUTE Ha read-across, kKouto ECHA cMATa 3@ U3K/IOUYUTENHO BaXHW U MoraT
[a OouUeHNAT cTabunHOCTTa Ha aganTaummTe read-across CNpsIMO Te3M acnekTy.

CTPYKTYpHOTO nogobue e Heob6xoAMMO 3a MoAXOAMTE Ha rpynupaHe u Ha read-
across cbrnacHo REACH, HO He e AocCTaTb4yHO camo no cebe cu 3a Cb3agaBaHe Ha
6a3a 3a NporHo3MpaHe Ha TOKCMKOMIOMMUYHUTE CBOMCTBA MexAy BellecTBaTa.

eXunotesata TpsibBa [Aa pasrnexaa 3alo CTPYKTYpPHUTE pasfiuku  Mexay
BELlecTBaTa HE B/IUSIST BbPXy MPOrHO3MPaHETO Ha pasriexaaHoTo CBOMCTBO.

e[laHHUTE 3@ TOKCMKOKWMHETUYHMUTE CBOMCTBA Ha BellecTBaTa npeacTaBnsiBaT
6e3ueHHa nogkpenswa nHgpopmaumsa 3a obocHoBaBaHe Ha xMnoTte3a C read-across
Ha 6a3aTa Ha MeTabonnyHoTOo cHnmMxaBaHe.

-[loakpensawmTe pokasatencrsa TpsibBa Aa 6baaT BKIAOYEHM B [AOCUMETO, BbB
¢dopmaT ,nogpobHO pe3toMe Ha uscnenBaHe", Korato € Bb3MOXHO.

NOAABLPXXANTE EGEKTUBHA KOMYHUKALIUA U NJIAHUPAHE YPE3
NMPOLIEAYPATA HA OLIEHKA HA BELLECTBATA

-[logabpxaTe pobpa KOMYHMKAUMA C OLEHABAWMA KOMMETEHTEeH opraH Ha
AbpXxaBaTa YeHKa Nno BpeMe Ha npoueaypaTa 3a OLeHKa Ha BelyecTBaTa.

*KoopaAnHupanTe KOMEHTApUTE CU CbC CbPErnCTPaHTUTE Npe3 CbOTBETHUTE CTbMKM
OT rMpoueca Ha B3eMaHe Ha peweHue M nogamTte eaHa CbBKYMHOCT OoT 0606LweHn
KOMeHTapu.

*HdopMuMpanTe oueHsBaLLMA KOMMETEeHTEeH OpraH Ha AbpXaBaTa yneHka u ECHA
3a CbOTBeTHaTa akTyanaum3auusi, 4Ype3 KOSATO ce nojaBa Uusniata HeobxoavMma
nHdopmMauums.
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TOYHOTO MAEHTU®ULIMPAHE HA BELWECTBOTO E U3SKJIFOUMUTEJIHO

BAXHO

e/IHbopMaumMaTa 3a MAEHTUYHOCTTa Ha BELWIECTBOTO BbB BCSAKO PErMCTPaLMOHHO
focve Tpabea aa 6bae cneunduryHa 3a BELWECTBOTO, KOETO Ce perucrtpupa oT
CbOTBETHUSA MNpaBeH Cy6eKT.

e/lpeHTndMUMpaHeTo Ha BELWECTBOTO € 3aAb/IKEHWE Ha BCEKUM PErucTpaHT W
cnepoBaTesniHO He MOXe Aa 6bAe oCTaBeHO Ha pbkoBoauTens Ha ®dopyma 3a obMeH
Ha nHdopmMaums 3a BelwwecTtBoTo (SIEF).

«OCHOBHUTE eNleMeHTU OT MH(POpPMaLMaTa 3a MAEHTUYHOCTTA Ha BELLECTBOTO, KOUTO
TpsibBa Aa 6bAaT BKIOYEHW B PErMcTpalMOHHOTO AOCME, ca HAaMMEHOBAHMETO Ha
BELECTBOTO M CbOTBETHUTE MWAEHTUPUKATOPU, MOJSIEKYSIHUTE U CTPYKTYPHU
hopMynun (ako e NpUIOXNMO), CbCTaBbT U aHANIMTUYHUTE AAHHM.

-/I3non3Barite cbaencTeMe W ycnyrm 3a nopobpsBaHETO Ha KayecTBOTO Ha
AAHHUTE, BKAUYMTENHO WHbOpMaumaTa 3a WAEHTMYHOCTTA Ha BeLecTBOTO,
npepoctaBeHa oT ECHA. ECHA pa3paboTu HanpuMmep MOMOLLUHMKA 3@ Ka4yecTBOTO
Ha jJocmeraTta — WHCTPYMEHT, KOWTO perucrtpaHtuTte MoraT Aa w3nonseaT 3a
nposepka B IUCLID Ha HabopuTe OT AaHHM 3a BELLECTBOTO M Ha gocueTaTa C Uen
OTKpMBAHE Ha 4YecCcTo cpelwaHu HeaocTaTbUM M HEeCbOTBETCTBUA Mpeau noaaBaHe
Ha perncrpaunoHHuTe gocmeta B ECHA.
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1. MpenopbKu KbM perucrtpaHTuTe

B To3u pasaen ECHA npenocTtaBs Ha (NOTEHUMANIHUTE) PErMCTPaHTU CbBETU KakK Aa
Nnofo6pAT Ka4YeCcTBOTO Ha PerucTpauMoHHUTE CU gocKeTa. Te3n NpenopbKy CbabpxaT
TEXHUYECKM M HAYUHU AaHHM, KOUTO ca B Hai-yecTa ynotpeba npu noarotoBka Un
nnaHupaHe 3a akTyaln3npaHeTo Ha TEXHMYECKOTO AOoCMe 1/unu Aoknaaa 3a 6e3onacHocT
Ha XMMWYHOTO BeLLEecTBO. Te Ce OCHOBABaT Ha Hal-4ecTo cpellaHUTe HeaoCTaTbLUKn Npu
oueHKa Ha gocueTara.

B MHoro cnyyaun HabniogasaHuTe He4OCTaTbLUM BeYe ca NOCOYEeHM B NpeanliHn AoKiaaun
3a oueHka. Te3un AoKNaAM ca Ha pasnosioXeHune B yeb pasaena 3a oueHka Ha ECHA® un
[aBaT CbBETU KaK aa ce msberHaTt naeHtudbduumpaHuTe HegocTaTbum. Te npoabixkasaTt Aa
Ca YMeCTHM, A0OpU aKo He ce cnoMeHasaT Tyk. Bmecto ToBa ECHA nogyepTtaBa
HeobxoAMMOCTTa OT NoAAbpPXaHe Ha perucTpaunsaTa nocnenoBaTesniHa u akTyanHa 6es
HEeHYXHO 3abaBsaHe, 1 Kak Aa u3nonssate NpaBUIHO Bb3MOXHOCTUTE 3a NPOMEHMN.

1.1 WNAeHTUYHOCT Ha BelwlecTrBoTO

MpunarainTe npMHUMna ,,€4HO BewWecTBo, efqHa perncrpaumsa’.

MpousBogmMTENNTE N BHOCUTENIUTE HA €4HO M CbLLO BEWeCcTBO MMaT 3aA4b/IXKEHNETO Aa
nogazaTt perncrpaumm CbBMECTHO. MAEHTUYHOCTTa Ha CbBMECTHO PerncTpmpaHoTo
BewlecTBo TpsibBa Aa 6bae eaHO3HAYHA M MOCOYEHA NO NPO3paYeH HAYMH B
perncTpaunoHHOTO Agocue. MNMpo3payHoCcTTa MOXe Aa 6bae NoCTUrHaTa Ypes BK/OUYBaHe Ha
npodwna Ha MAEHTUYHOCTTa Ha BewecTBoTo (SIP) B perncrpaumMoHHOTO AOCHUe Ha
BOAELLMNS pErncTpaHT.

Ha6nwoaeHusa

SIP 3agaBa rpaHMLNTE HA XMMUYHUSA CbCTaB, PErMCTPUpPaH KONMEKTUBHO B paMKUTE Ha
CbBMECTHOTO nogaBaHe. Tol BHacsi NpO3payHOCT MO OTHOLWEHNE Ha CbCTaBUTE, 3@ KOUTO
€ NoCTUrHaTo cnopasyMeHune aa 6baaT pa3rnenaHn B Habopa C AaHHM 3a perncrTpaumnsaTa.

MoHacTosiweM SIP Mmoxe ga 6bae BKAKOYEH B PErMCTPALMOHHOTO AOCME KaTo
npunoxeHue, HO B cnepBawarta Bepcms Ha IUCLID npe3 2016 r. we 6bae npenocraBeH
CTPYKTYpMpPaH Ha4yMH 3a nNpeaocTaBsiHe Ha Ta3n nHdbopmaums.

bbaeTe NpoakTUBHM NpU CNpaBsiHe C NOTEHLMAJIHUTE HeAOoCTaTbLM.

3a Hakou 3anucu B EINECS onmncaHmeTo Ha BeLlecTBOTO MoXe Aa 6bae TBbpAe WMPOKO U
NoTeHUManHo Aa ce cuuta, Ye obxBala noeeye oT eqHO BewwecTBo. OCBEH TOBA HAKOMU
nsnonssaHn EC/CAS HoMepa He ca npeacTaBUTENIHM 3a perncTpmpaHuTe Bewectsa (Hanp.
KOraTo HsKOe Belw,ecTBO BKOUBa crneundudHmn ctepeonsomepHu dopmm). Perncrpanture
TpsibBa ga aganTvpaTt NPOaKTUBHO BCEKM MAeHTUdMKATOP, 3a KOUTO NpeueHsaBaT, ve e
HenoaxoAsl, 3@ perMcTpMpaHoTO BeLecTBo.

JonbnHUTENHUTE MEPKN, HACOYEHN KbM nogobpsiBaHe Ha Ka4yeCcTBOTO Ha AOCUETO, KaTo
UT-6a3upaHna CKPUHMHI Ha MHbOPMaLMATa 3@ MAEHTMYHOCTTa Ha BELeCcTBoTo?, uMaT 3a
Luen Aa noMorHaTt Ha perncrpaHTuTe oT MHAYCTpMsATa NPOAKTMBHO Aa NoaobpaT
KayecTBOTO Ha AocueTaTa cu. Bb3 oCcHOBa Ha pe3yntaTuTe OT CKPUHUHIA, peructpaHTuTe
MoraT ga nosydaT nHdbopmMaunoHHo nnucmo ot ECHA, npeaocTtaBawo CbBETM Kak Aa ce
CNpaBsaT C HeaocTaTbuMTE B MAEHTUMULMPAHETO HA KOHKPETHO BeLwecTBo. Jlnncata Ha
MepKW 3a OTCTpaHABaHe Ha NMoTeHUMasHUTe HeaoCTaTbUN MOXeE Aa Npeaun3BuKka
nocnenBallM AeNCTBUS OT cTpaHa Ha ECHA. Mo Ta3su npuynHa perncrpaHtute Tpsabea ga

1 http://echa.europa.eu/regulations/reach/evaluation
2 http://echa.europa.eu/support/how-to-improve-your-dossier/it-screening-campaigns-on-dossiers
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aKTyaanm3npart AoCneTaTa C BUHArn Korato MHCbOpMaLJ,VIHTa B SID e HenbNHa UK
HenocneaoBaTesiHa.

M3nonsBaiTe HaNM4YHaTa NogKpena u ycnyru, 3a aa nogo6pute KauecTtBOoTO Ha
AAaHHMTE.

PbKOBOACTBOTO 33 MAEHTUdULMPAHE N UMeHyBaHe Ha BellecTBaTa no REACH n CLP? e
OCHOBHUAT AOKYMEHT 3a YCTaHOBABAHEe Ha UAEHTUYHOCTTa Ha perncTpupaHoTO BELEeCTBO.
Tpsabea obaue ga ce B3emart npeasug 1 cneundmyHnTe 3a CeKTopa AOKYMEHTH,
noAroTBEHM ¢ nomolTa Ha ECHA®.

ECHA pa3paboTu NOMOLLHMKA 3@ Ka4yecTBOTO Ha gocneTtaTta® (DQA) — MHCTPYMEHT, KOMTO
PErNCTPaHTUTE MOraT Aa 1M3nonseaT 3a npoBepka B IUCLID Ha HabopuTe oT AaHHK 3a
BELLEeCTBOTO M Ha AocueTaTa C Len OTKpMBaHe Ha 4YecTo cpellaHun HeaoCTaTbuu m
HeCbOTBETCTBUSA Npean nogasaHe Ha permctpaums B ECHA. DQA BkitouBa Habop oT
NpoBepKM, MOCBETEHM CneunanHo Ha nogobpsaBaHeTo Ha KAa4yeCcTBOTO Ha MHpOpMaumaTa
3a MOEHTUYHOCTTa Ha BelwwecTBoTo. MoaynbT DQA e BK/IKUYEH B MTbrMHa Ha NOMOLLHMKA
3a Banuampare B IUCLID®, kolTO CbLLO Taka AaBa Bb3MOXHOCT Ha noTpebutens aa
nposepu ,paboTHNTE Npasuna®™ n npaBmnaTta 3a NpoBepKa 3a NbJIHOTA, KOUTO Cce
nposepsBaT npu nogasaHeTo B ECHA.

1.2 Konu4yecrBeHM 3aBMCUMOCTU CTPYKTypa-akTUBHOCT (QSAR)

B3emeTe npeaBuAa TMNAa oueHKa, KOraTto cb3faBarte OCUETO.

N3meHeHneTo Ha REACH, MpunoxeHue XI, pazgen 1.3 (QSAR) ce ocHoBaBa Ha
NpeAnosIoXKEHNETO, Y€ XMMUYHATa CTPYKTypa onpeaens TOKCUKOSIOrMYHMUTE CBOMCTBA Ha
BellecTBaTa. [1pm TO3M Noaxo4 NporHo3mMpaHeTo TpsibeBa Aa 6bae NoAXOASLWO 3a uennTe
Ha KnacudmkaumsaTa U eTMKETUPAHETO U/UNKn oueHKaTa Ha pucka, 3a ga 6vaaTr
M3MNb/IHEHU U3NCKBAHMSATA 3@ 3aMsiHa CaMO Ha CTaHAAPTHUTE M3MCKBaHMUS 3a
nHdopmaums.

Ha6noageHunsa

ToBa o3HauaBa, 4ye nokanHuTe QSAR, pa3paboTeHu 3a HAKONKO aHasiora, npeacrtaBnsBaT
cny4an Ha ,,MHOro KbM egHo" read-across n TpsibBa ga 6baaT cbobLiaBaHu m
obocHOBaBaHM KaToO TakMBa. AKO 3@ MHOI0 TOYKM € YCTaHOBEHa sicHa TeEHAEHUNS
(HanpuMep 3a oCTpa TOKCMYHOCT BbB BOAATa), TS MoXe Aa ce geduHmnpa kato QSAR n aa
ce cbobLKM KaTo TakaBa.

MpeaBaputenHo ycnosue 3a ynotpebaTta Ha QSAR e TaxHaTa AOCTbMHOCT, c/ieqoBaTeNHO
npeavMcTBaTa M HegoCTaTbuMTE, KOUTO Te nNpeanaraT no OTHOLWEHWE Ha HaAeXAHOCTTa,
6opaBeHeTO C KOMMJIEKCHM AOKa3aTesCcTBa U HecurypHocTTa TpsibBa aa 6vaaT aobpe
pasbpaHu 1 BHMMaTenHo obpaboTteHun. FlonemnTe arpernpaHun mogenun, 6asmpaHu Ha
pa3fiM4yHM AaHHW, MoraTt Aa 6bAaTt NoNe3Hu 3a CKPUHMHIA, HO Aa He ca Noaxoaswm 3a
N3NbJIHEHMETO Ha CTaHAAPTHUTE M3NCKBaAHMSA 3a MHMOpMaLmMs, Tbih KaTO MOXe Aa He
cnasBa MbpBU NPUHLMN Ha BanuanpaHe Ha OMCP QSAR’ (aeduHupaHa KpaiHa Touka).

YBepeTte ce, ue BcMuku QSAR ca npaBU/IHO AOKYMEHTUPAHM.
QSAR dopmaTbhT 3a gokNnaaBaHe Ha nporHo3a (QPRF) e HeobxogmMm B fONb/IHEHME HaA
dopmaTa 3a goknagsaHe Ha QSAR mozen (QMRF), 3a Aa ce ouEHAT KaKTo HageXaHOoCTTa

3 http://echa.europa.eu/documents/10162/13643/substance_id_en.pdf

4 http://echa.europa.eu/view-article/-/journal _content/title/guidance-on-substance-identification-
for-essential-oils-now-available

5 http://echa.europa.eu/support/how-to-improve-your-dossier/dossier-quality-assistant

5 http://echa.europa.eu/support/dossier-submission-tools/iuclid/validation-assistant

7 http://www.oecd.org/env/ehs/risk-assessment/37849783.pdf
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Ha NMporHo3aTa, Taka M NOKPMBAHETO Ha LenTa oT ob6sacTTa Ha NPUAOXKMMOCT, a CbLUO U
3a Aa ce Hanpasu 3aKk4YeHne 3a aAeKBaTHOCTTa Ha NporHosaTa. HecurypHocTra,
CBbp3aHa C nporHo3ata (Hanp. rpewkaTa npu oueHKaTa) € BaKeH KOMMOHEHT npu
OoueHsIBaHe Ha HaJexXxAaHocTTa M. MpelwkaTa nNpu oueHkaTa cama no cebe cn obaye He e
[OCTaTb4yHa 3a OLeHsiBaHe Ha HaAeXAHOCTTa Ha nporHosaTta. PrkoBoacTesoTo Ha REACH
OTHOCHO M3UCKBaHMSATA 3a MH(OPMaUKMsS M oleHKaTa Ha 6e30nacHOCTTa Ha XMMUYHUTE
BellecTsa; rnasa R.6 oTHocHO QSAR 1 rpynupaHeTo Ha xumukanm (Mai 2008 r.)®
npegocrassa nNogpobHo onmcaHme Ha nHdopMauusTa, M3nckBaHa BbB popMaTuTe 3a
OoTUMUTaHe.

ApeKkBaTHOCTTaA Ha nporHosara Tpsa6Ba na 6bae npaBuaHO o60cHOBaHa.

AKO MHCTPYMEHTBT He npeanara ysanata Heobxogmma nHdopmaumsa 3a obocHoBaBaHe Ha
aZleKBaTHOCTTa Ha NporHo3aTa, ussnesTe U3BbH PpaMKUTE HA MHCTPYMEHTa 1 ce onuTante
[a KOMMeHcupaTe nunceawarta nHpopmaumnsa. Hakonko EpiSuite mogenn HanpuMep
npegnarat KOMNAekTn 3a obyyeHne, KOMTO MoraTt Aa 6baaT n3BadeHn OT MHCTPYMEHTa U
nocTaBeHn B codTyepa C Len oueHKa Ha CTPYKTYPHOTO nogobue Ha uenta C KoMniaekTa
3a obyuyeHune n 3a oTAeNHUTE XUMUKANN B Hero.

Ha6nwoaeHusa

3a roneMm KOMnNAeKkTn 3a obyuyeHme 61M30CTTa Ha UenTa A0 AoOpe nporHo3npaHa
MoJsieKysia OT KOMMJieKkTa 3a oby4yeHne npeaoctaBs AOMb/AHUTEIHA YBEPEHOCT, Y€ MOAENLT
I,Cl,el‘/’ICTBa 3a KOHKPETEH TUN XNMun4.

B3emeTe npeaBma KOHKpETHaTa XMMUSA Ha BELLECTBOTO, 3a Aa noAgvepTaeTe Aanun To MOXe
[la € TPyAHO 3a NporHo3upaHe. Hanpumep MHdopMaumaTa 3a peakTMBOCNoco6HOCTTa UIu
KOHKPETHUTE HAaUMHWN Ha AENCTBUE MOXE [a NpuBeYe BHUMAHMETO KbM CTPYKTYpPH, 3a
KouTo 61 MOrna Aa ce o4yakBa MpeKoMepHa TOKCMUYHOCT M NPOrHO3UTE MOXeE Aa ca
MOTEHLMNANTHO MO-Masiko TOYHM. CbLIECTBYBAT CTaTUCTUYECKN TEXHUKN, KOUTO TpsAbBa Aa
6bAaT npunaraHn camo 3a MoAenu, Npu KOUTO Ce 04YaKBaT CTAaTUCTMUECKM ,KanaHu". To3u
TecT o6aye He MOXe Aa HanpaBu NporHo3aTa NpMEMNBA, aKo KpaliHaTa TouKa € HesicHa
WY NpeacTaBnsBa WMPOKA KOMAUAaUMa OT HaNMNYHM AaHHM 33 JaZeHa KpaiHa Touka.

1.3 Read-across

ECHA pa3paboTu RAAF®, 3a fa npefocTaBu Ha eKcrnepTuTe Npo3payHa U CTpyKTypupaHa
MeToA0/10rMa 3a oueHka Ha noaxoauTte read-across. NpunaraHe Ha pesyntatute oT RAAF
npwv CTpyKTypHaTa oueHKa Ha ciy4as, naeHtuduumpaHe Ha CUAHUTE CTPaHu 1
cnabocTtuTe Ha noaxoaa read-across.

Ha6nopeHunsn

HacbpuyaBaMe perncrtpaHTuTe Aa ce 3ano3HaaT nobpe ¢ RAAF, Tbil KaTo Ta3m pamMKa Moxe
Ja Cce M3Mnoa3Ba 3a onpeaensiHe Ha KpUTuyHuUTe cnabu mecta Ha aganTupaHusaTa C read-
across 1 3a no-HaTaTblHO NogobpsaBaHe Ha Te3M acrekTu.

CTpyKTYypHOTO noaobue ce M3NCKBa 3a NOAXOAUTE Ha rpynupaHe n Ha read-across
cbrnacHo REACH, Ho He e gocTaTb4HO caMo no cebe cu 3a cb3aaBaHe Ha 6a3a 3a
NMporHo3mpaHe Ha TOKCMKONIONMYHUTE CBOMCTBA MeXxAy BellecTBaTa. TpsbBa Aa 6bae
yCTaHOBEHa posisiTa Ha CTPYKTYPHUTE NoA06MUS U BAUSHNETO Ha CTPYKTYPHUTE pPas/inku
MeXAy BewecTBaTta BbpXy Bb3MOXHOCTTa 3a NpOrHO3mMpaHe Ha CBoOWCTBaTa.

8 http://echa.europa.eu/documents/10162/13632/information_requirements_r6_en.pdf
® http://echa.europa.eu/documents/10162/13628/raaf_en.pdf
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Ha6nroaenusn

PernctpaHtuTe TpsibBa [a rapaHTMpaT, Ye Bcska XMnoTe3a C read-across nokassa 3allo
CTPYKTYPHUTE NoAobus 1 pasnnknTe Mexay U3XOAHUTE BellecTBa U LieN1eBOTO BELECTBO
[aBaT Bb3MOXHOCT 3a@ NPOrHo3MpaHe Ha CBOMCTBATa Ha L|e/IeBOTO BELLECTBO.

Moaabpxkawarta nHpopMaums NpeactaBnisiBa BaxHa 4acT oT obocHoBKaTa Ha read-across.
MoaxoaswnTe U HageXaHM nogabpiKallun AOoKasaTesicTBa ca Heobxoanmu, 3a aa ce
npoBepu xunoTtesaTa C read-across. B cbw0TO BpeMe, Makap 4ye xunotesuTte C read-
across 4ecTo ce OCHOBaBaT Ha TOKCUMKOKMHETUYHWN apryMeHTn, Te3n apryMeHTu 4ecTo ce
noakpensaT camo oT 06wm cbobpakeHMs OTHOCHO TOKCMKOKMHETUKATa, a He OT
MHGOPMaLKNS 32 TOKCUKOKMHETUYHUTE CBOMCTBA, cneundunyHn 3a pasrnexgaHoTo
BeLLEeCcTBO.

Ha6nrogeHuns

MpenocTtaBaHETO Ha ageKBaTHA M NMoaxoAsia noaabpxawa nHpopMauns yBennyasa
CONMMMAHOCTTa Ha noaxopa read-across. Tasm nHdopmaumns Tpsbea ga 6bae crobliaBaHa
kaTo (nogpobHn) pestomMeTa Ha uU3cnenBaHUs, NO3BONSABALLM HE3aBMCMMA Hay4dHa OLeHKa.

1.4 OueHkKa Ha BeljecrTBa

MNnaHupaiiTe epeKTUBHO aKTyaniM3auMmMTe Ha AOCUeTaTa.

KoraTo HsKoe BellecTBO € MOCOYEHO BbB BTOpaTa UAu TpeTaTta roanHa Ha CoRAP™,
perncTpaHTuTe TpsabBa Aa M3Mon3BaT Bb3MOXHOCTTa 3a aKTyalM3npaHe Ha JocMeTaTa cu
3a TOBa BeLecTBO. ToBa € 0C06eHO BaXHO 3a MHbOpMaumMaTa, KOSTO MOXe Aa nonasa B
o6xBaTa Ha HavyanHuTe 6e3MoKoicTBa, AedUHUPaAHM B IOKYMEHTa C 060CHOBKUTE.

O6paTHOTO, aKo BELWeCcTBOTO € NOCOYeHOo B NbpBaTa rogmMHa Ha CoRAP, korato eMSCA
3anoyBaT oueHKaTa cu cneg nybnukyeaHeTo Ha CoRAP, perncrtpaHTmuTe TpsibBa aa
nsbsareaT Aa nodaBaT HOBM aKTyanu3auum Ha AoCueTaTa 3a ToBa BellecTBo. BmecTo ToBa
BCsika NMaHWpaHa akTyanm3aums Ha AocueTo Tpsibea aa 6bae npeaBapuUTenHO cboblleHa
M cbrnacyeaHa ¢ eMSCA, 3a aa ce npefoTBpaTAT 3aKbCHEHUS Npu npoueaypaTta 3a
oLeHKa.

Ha6nroaeHus

Mo noapasbupaHe akTyanusaunmmTe Ha gocueTaTta, NosyvYeHn cnea AeHs, B KOMTO
NPOEKTOpELUEHNETO € HOTUDMLMPAHO Ha perucTpaHTuTe, Wwe 6bAaT B3eMaHu npeasus
CaMO aKo ca npeasapuTenHo cbriiacyBaHn ¢ eMSCA. AKTyannsaunmTe Ha gocueTaTa,
Nony4YeHn cnea KpanHusa cpok, cbrnacyesaH ¢ eMSCA, HaMa aa 6baaTt B3eTu npeasua.

MN3BbpLIBaiiTe SICHA KOMYHUKaLUUSA B ,eAUH rnac".

MpenopbyBaMe HaACTOSAAITE/THO HA PEruMcTpaHTMTe Aa noaabpxaT Aobpa KOMyHMKauus ¢
eMSCA no BpeMe Ha npoueaypaTta 3a OLeHKa Ha BellecTBaTa, Taka 4ye ga uma
Bb3MOXHOCT 3a obsicHsiBaHe 1 pa3bupaHe Ha HaydYHuTe NpobsiemMmun, Bb3HMKBALLK OT
oLeHKaTa Ha pucka. MNo-KOHKPETHO perncTtpaHTuTe MoraT Aa NpeaocTaBaT LEeHHMU
NOSICHEHMS Mo NpobaemMnTe, CBbP3aHM C eKCno3numsTa.

Ha6nroaenusn

PernctpaHtuTe TpsibBa a KOOPANHMPAT KOMEHTAPUTE CU MO BPEME Ha CbOTBETHUTE
CTbMKM OT NpoLieca Ha B3eMaHe Ha pelleHne 1 Aa NpeaocTaBAT efHa CbBKYMHOCT OT
0606u1eHn kKoMeHTapu. [Jobbp noaxon e na ce usbepe eauH npencraBuUTes, KOMTO Aa
n3npalilia KOMeHTapuTe oT MMETO Ha usiaTta rpyna.

10 http://echa.europa.eu/information-on-chemicals/evaluation/community-rolling-action-
plan/corap-list-of-substances
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B pamkute Ha 90 gHU cnea nosy4yaBaHETO Ha NMPUETOTO pelleHne 3a OLUeHKa Ha
BewecTeaTta, permcrpaHTute Tpsbea ga nHgopmupat ECHA Kou permcrpaHTu we
n3BbpLLIaT HeobxoaAMMMUTE eKcnepmMeHTasIHN Npoy4YBaHus. AKO peLlleHMeTo CbabpXa
NCKaHUSA 3a HAKOJIKO eKCrepuMeHTa IHN NPOoYy4YBaHUS, perncTpaHTuTe MoraT ga onpenenarT
pa3fiM4yHU perncTpaHTn, KOUTO Aa OTroBapsT 3a U3BbLPLUBAHETO HA BCAKO U3nuTBaHe. AKO
He MoXxe aa 6bae NOCTUrHaTO CropasyMeHMe KOW LWe U3BbPLUN BCAKO MCKAHO
eKkcrnepuMeHTanHo npoy4ysaHe, ECHA we Bb3/10)XKM OTFOBOPHOCTTa 3a U3BbpLUBaHe Ha
U3NUTBAHMATA Ha €4WNH OT perucTpaHTMTe, He3aBMCMMO OT 6pos Ha eKCnepuMeHTasHuTe
Npoy4YBaHUs, NOUCKaHN B peLleHNETO.

PeructpaHTuTe TpsbBa Aa M3non3saT HanuMuHua yeb dopmynsap™, 3a aa HotuduumpaT
ECHA n eMSCA, cnep kaTo usanaTta nHdopmaums, nonckaHa B peLleHneTo, e npeaaseHa
ypes aKTyanusupaHe Ha AOCMEeTO. ToBa € BaXHO, TbM KaTo LWe Aaje Hayano Ha 12-
Mece4yHus nepuoj 3a nocneasalla oueHkKa.

1.5 OueHka Ha PBT/vPvB

BeliecTBaTta, KOUTO OCTaBaT YCTOMYMBM 3@ AbAMM Nepuoan oT BpeMe B OKOJIHaTa cpeaa u
MMaT BMCOK MOTEHLMAN 3a HaTpynBaHe, Npean3BukBaT ocobeHn 6e3noKoncTBa, Tbilt KaTo
OBbATOCPOYHUTE UM edeKTN pSAKO ca NpeaBUANMMU.

PBT BelwiecTBaTa ca ycTonuumemn, bnoakymynmpalim n TOKCM4YHM, a VPvB BellecTBaTta ce
XapaKTepmampaT C MHOIO BMCOKa YCTOMYMBOCT B KOMBMHALMA C MHOIMO BUCOKa TeHAEeHUNS
KbM 6MoakyMynmpaHe.

3a Bewecrsa, Kouto ca npusHatu 3a PBT/vPvB, Tpsa6Ba na 6bae HanpaBeHa
OLleHKa, CbAbpIKalla A€MOHCTPaLuus Ha MMHMMU3UPAHETO Ha eMucumre.

CeolicTBaTa Ha PBT/vPvB BewecTBaTa BOAAT A0 BMCOKA HECUTYPHOCT MPU OLEHKaTa Ha
puCKa 3a 34paBeTo Ha YoBEKA W OKOJMIHATa cpefa, KoraTo ce npuiarat METOA0/I0MMK 3a
KoNMyecTBeHa oLeHKa Ha pucka. 3a PBT n vPvB BellecTBa He MOXe aa ce onpeaenu
,6€e30nacHa" KoHUEeHTpaLmMs B OKOJIHaTa cpega Ypes3 Ha/IMYyHUTE NoHacTosALWeM MeToAM C
HageXAHOCT, AocTaTbyHa 3a onpegensHe Ha 4ONYCTUMUSA PUCK NO KONIMYECTBEH HAuYMH.
CnepoBaTeniHoO e HeobxoamMma oTaenHa oueHka Ha PBT/vPvB, 3a ga ce B3emaT npeasua
Te3n KOHKpeTHU 6e3nokoicTea. OT perMcTpaHTMTe ce U3NCKBa Aa M3BbpLUaT Tasmn
KOHKpeTHa PBT/vPvB oueHKa B KOHTEKCTa Ha oueHKaTa 3a 6e30MacHOCT Ha XMMUYHO
BewecTtso (OBXB).

PBT/vPvB oueHkaTa e HeobxoaMMa 3a BCMYKWN BeELECTBa, 3a KOUTo Tpsabea aa 6bae
n3pbpweHa ObXB, n 14 Tpsibea aa 6bae crobuieHa B AOoKada 3a 6e30NacHOCT Ha
XUMUYHOTO BewecTtso (ABXB). Mo npmMHUMN TOBa Ca BCUYKM BELLECTBA, KOUTO Ce
npouseexaaTt Uin BHAcCAT B Kosindectsa oT 10 uauv noseye ToHa Ha rogmMHa M KOUTO He ca
ocBob60AEHN OT M3NCKBAHETO 3a permcrpaums CbrlacHoO persameHTa.

Ha6nopneHunn

Cnen vigpeHTMdUUMPaAHETO Ha BelecTBaTa kKato PBT/vPvB B HSKOM Ciiydaun He ce cra3Ba
M3WUCKBAHETO 3a OLeHKa Ha ekcno3uumsaTa (CbOTBETCTBALLA Ha XapaKTepusnpaHe Ha
EMUCUNTE) U XapaKTepmusnpaHe Ha pucka (CbOTBETCTBALWLO Ha AEMOHCTPUPAHE Ha
HaMasiiBaHETO Ha eKCrno3mumnsaTa).

11 https://comments.echa.europa.eu/comments_cms/Sedraftdecisioncomments.aspx
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PBT cBoiicTBaTa Ha cbCcTaBkute Ha UVCB BewecTBaTa Nno NpuMHUMN He ca
pa3rneaaHy nNpaBuUJIHO B perMcTpaLMoHHUTE AocueTa.

CbcraBkute Ha UVCB BewectBaTa Tpsbsa aa 6vaat pasrnegann B PBT/vPvB oueHkarTa.
OueHkaTa He 03Ha4daBa, Ye BCMYKM CbCTaBku Tpabea ga 6baaTt naeHtTudnumnpaHm
NOCpPeACTBOM XMMWYHATa CU CTPYKTYpa, @ Ye MAEeHTUYHOCTTa UM Tpsabea aa 6vae
aHanmM3ampaHa A0CTaTb4yHO, 3@ Aa AaAe Bb3MOXHOCT 3a AOCTMIraHe A0 3aKJK4YeHuns npu
PBT/vPvB oueHkaTa. CaM0 B C/ly4yanTe, KOraTto CbCTaBKMUTE ca NOA0OHM MO OTHOLIEHWE Ha
CBOMCTBaTa, CBbpP3aHM CbC cbabaTa UM B OKOMHATa cpeda, MOXe Aa e A0CTaTb4yHO Aa ce
npeaocTaBsAT AaHHM CaMo 3a USA0TO BewecTsBo. B noseveTo ciydan obave cbCTaBkuTe
TpabBa Aa 6baaTt oueHeHu UM efHa No eaHa, UK Ha YacTw.

PerncrpaHTtute TpsibBa Aa xapakTepusupaT v ga no3HasaTt csoeto UVCB BewecTso,
BKJIIOUNTENHO ,HEN3BECTHUTE" CbCTaBKM A0 TakaBa CTerneH, Ye Aa MoraTt Aa HanpassaT
3aK/loyeHne 3a ToBa AaNn BEWECTBOTO Cbabpxa PBT/vPvB cbcTaBku nnm He. OBXB Moxe
[a CbAbpXKa CcaMO OTpUUATENTHU UK MOJSTOXUTENTHN 3aK/1lo4eHUs OTHOCHO PBT/vPvB
ceoncTBaTa Ha UVCB n HeroBuTe CbCTaBKM MM NPEeaoXeHnsa 3a npoBexaaHe Ha
n3nuteaHe. B ObXB Ha UVCB BeliecTBO He MoraT Aa ce NpaBsT 3aK/AUYEHNS 3a TOBa, 4e
MMa HegocTaTbyHa MHpOpMauMsa oTHOCHO PBT/vPvB cBOMCTBa Ha HAKOW CbCTaBKK, ako He
Ca u3npaTeHun NpeasioXkKeHns 3a npoBexaaHe Ha U3nuTBaHe.

Ha6nopeHunsn

PBT cBomcTBaTa Ha cbcTaBkmTe Ha UVCB BewecTBaTa TpsabBa fa 6baaTt pasrnenanu
NMpaBWIHO B PerncTpaumoHHUTE gocneTta. XapakTepusnpaHeTo un oueHkaTta Ha UVCB
CbCTaBkuTe TpsbBa ga 6baaT M3BbPLUBAHW C TakaBa CTEMNEH Ha AETAWIHOCT, KOSITO AaBa
Bb3MOXHOCT 3@ e4HO3Ha4yHO 3aK/4yeHne OTHOCHO PBT cBoMCTBaTa Ha BCUYKM CbCTaBKK
Ha BeLeCcTBOTO.

1.6 [Ooknap 3a 6e3o0nacHOCT Ha XMMUYHOTO BewecTteo (ABXB)

MN3nonsBanTe HaIMMHUTE MHCTPYMEHTM, 3a Ala HanpaBuTe Npo3padYHa u
nocsieaosaTesiHa OLeHKa Ha 6e3onacHocTTa.

BbB Bpb3ka C onuTa, NOAy4YeH Npu Cb34aBaHETO M M3MNO0N3BaAHETO Ha nHdopMaunaTa oT
cueHapuute Ha ekcrno3numnsa (CE) cernacHo REACH, ECHA 3aeaHo C nHaycTpusita u
ObpXaBuUTe YNEeHKW cTapTupa nporpama 3a AelcTeue, HapedeHa MbTHa kapTta [BXB/CE'?
npe3 2013 r. MNporpamaTta AedurHMpa 30HaTa 3a yCbBbplleHcTBaHe Ha OBXB/CE un
CbOTBETHUTE Aencteus go 2018 r.

Mpe3 2016 r. HAKONKO AENCTBMS, 3anerHanu B MbTHaTa kapTa,™ we aoseaat Ao
Cb34aBaHETO Ha NMPoAYKTU, KOUTO e yBennyaT eheKTUBHOCTTa, MPO3paYvyHOCTTa,
nocnefoBaTeNHOCTTa M MOE3HOCTTa Ha OLeHKaTa 3a 6e30MacHOCT Ha XMMUYHO BELLECTBO
(OBXB) cbrnacHo REACH. MpoayktuTte BKOYBAT:

e 1UCLID 6, KbaeTo Ce NpeAoCTaBAaT pasWwMpeHnN onuum 3a AOKYMeHTUpaHe 1
CBbp3BaHe Ha pas/inyHU MHPOPMALMOHHN eneMeHTHn 3a ynoTpebaTa n ekcno3mumsaTa
B PermcTpaunmoHHOTO AOCME NO NMpo3paydeH, noceaoBaTesieH U CTPYKTYpUpaH HaumH.
ToBa No3BONSABA Ha opraHuTe aa obpaboTBaT eheKTUBHO MHDOpMaUmMaTa OT
pernctpaumnte no REACH u gaBa Bb3MOXHOCT 3a nNo-gobpo pa3zbupaHe Ha ciyyauTe.

e Chesar 3, KOMTO NognoMara cuctemMaTM4yHaTa oueHka Ha 6e3onacHocTTa Ha 6a3aTa
Ha i) nHpopMaumnsTa 3a CBOMCTBaTa Ha BewecTBaTta, AoKyMeHTupaHu B IUCLID, u ii)
nHdopmaumaTa 3a ynotpebarta Ha BellecTBaTa, cbbpaHa OT BepuraTa Ha AOCTaBKa.

12 http://echa.europa.eu/en/regulations/reach/registration/information-requirements/chemical-
safety-report/csr-es-roadmap
13 http://echa.europa.eu/documents/10162/15669641/csr_es_roadmap_en.pdf
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Chesar'* paBa cbll0 Taka Bb3MOXHOCT 3a Cb3aaBaHe Ha ABXB u cueHapuu Ha
€KCMno3numns, Kouto aa 6baaT KOMyHUKMPaHW, KakKTo M 3a eKCNOopTMpPaHe Ha
pesyntatuTte oT OBXB B choTBeTHUTE pasgenu Ha IUCLID.

e CraHpapTbT EScom™ 6elue pa3paboTeH OT MHAYCTPUATA, 3a Aa Ce NoANoOMOrHe
edeKTMBHATA KOMYyHMKaLMs OTHOCHO yc/oBusiTa 3a 6e3onacHa ynotpeba BbB
BEPUIMTE Ha AOCTaBKa. Tol cbabpxa 6ubnnoteka oT cTaHAApTHU dpa3un 3a
n3passBaHe Ha ycnoBuaTa 3a 6e3onacHa ynotpeba no ctaHgapTMamMpaH HaumH 1 xml
dopmMaT 3a o6MeH 3a nHdopMaumaTa OT CLEHAPUUTE Ha EKCNO3nLMS.

e @dopmMaTuTe 3a CeKTOpHa ynoTtpeba-kapTa 4aBaT Bb3MOXHOCT Ha CEKTopuTe Aa
npenocTaBsAT onMcaHue Ha TUMNYHUTE OENHOCTM, U3BbPLUBAHN C XMMUKANNTE B AaAeH
CEKTOpP, U Ha TUMUYHUTE YCIIOBUS, MPU KOUTO Ce M3BLPLUBAT. YCNOBUSTaA Ca U3pa3eHun
MO HauMH, KOMTO NO3BOJISIBA JIECHO BbBEXAAHE B OLEHKaTa 3a 6e30MacHOCT Ha
perncrtpaHTa. Mima ctaHgapTHM dopmaTn/WwabnoHn 3a npegocTtaBsiHe Ha MHGopMaums
3a onucaHueTo Ha ynoTtpebuTte n ycnoBusita Ha ynotpeba, kouto ga 6baatr
M3MNoNn3BaHM KaTo BXOAHW AaHHM 3a OLEeHKa Ha ekcnosuuuaTa 3a paboTHuuymTte
(KOHKpEeTHM onpeaenuTenu 3a ekcnosuuusarta Ha paboTtHmumte, SWED),
notpebutennte (KOHKpETHW onpeaennuTenm 3a eKCrno3numnsata Ha notpebutenure,
SCED) n okonHaTa cpefa (KOHKPETHM KaTeropumn 3a u3nyckaHe B OKoNHaTa cpeaa,
SpERC). HacbpuyaBame cekTopuTe Ha notpebutenute Hagony No Bepurata Aa
n3non3BeaT Te3n WabnoHu, 3a Aa NpeaoCTaBAT Ha PErMCTpaHTUTE CbOTBETHaTa
nHdopmaums.

e PbkoBoacrBata Ha ECHA 3a ouyeHka Ha 6e3o0nacHOCTTa Ha XMMUYHO
BewectBo (OBXB) ca akTyanm3npaHu, 3a Aa BKAOYBAT NPaKTUKUTE U NPUHLUNATE,
yCTaHOBEHMW Npe3 nocaegHuTe rognHn. Tesm npmHunnu we 6bvaat AonbiBaHu C
OOMBAHUTENHU NpaKTUYECKM CbBETU B CUCTEMUTE 3@ MOMOLY HA MHCTPYMEHTUTE U
ype3 npumepu, nybnmkyBaHu ot ECHA.

Bcuukm npoaykTn ca cbobpaseHun eanH ¢ Apyr u nomarat 3a eheKTUBHUA 06MeH U
aKTyanmsauusli Ha MHdopMaLmsTa, KaKTo U 3@ NOC/eA0BaTENHOCT Ha MHPOPMaLUMOHHUS
MOTOK BbB Bepurata Ha AOCTaBKa.

Aocuero TpabBa oa 6bae Npo3padvyHO, NOCNeA0BaTe/IHO U aKTyaJlHO.

Hosute Bepcmun Ha IUCLID u Chesar nognoMaraT permcTpaHTuTe Npu yBenn4aBaHETO Ha
Npo3payvyHOCTTa, KaTo yNecHsBaT Bpb3KaTa MeXAy CbCTaBMTE Ha BeWweCcTBOTO, CBbp3aHuTe
npodunam Ha oNacHOCTU M cxemMuTe Ha ynoTpeba, KOMTO MOXe Aa CbLeCcTByBaT Npu
pasfiM4yHUTE CbCTaBMU.

YBennyaBaHeTo Ha Npo3paydHOCTTa ce nognoMara u rnpu cnydamTte, Korato noseye oT
eavH Ha6op OT AaHHWM € noaxoasll 3a OueHKa, HanpuMep KoraTto BeuwecrteaTa o6pa3yBaT
peaKUuUMOHHN NMpPpOoAYKTU U KOraTo CbCTaBKUTE Ha AaA€HO BEWECTBO Ca MHOIo passinyHu
Nno OTHOLWEeHNe Ha OoNnaCHOCTTa, KOATO npeactasngdBaTt, Wi no oTHoWeEHNe Ha
noBeAEHNETO UM MPU EKCNO3NLUUA.

MakeTbT OT MHCTPYMEHTM MO NPUHUMN YNECHABa NocseoBaTeNIHOCTTa Ha 3aK/lo4eHmsaTa
OT OuUEeHKaTa Ha OnacHOCTUTe, ONMcaHMATa Ha ynoTpebuTe, oueHKaTa Ha ekcno3mumnsaTa m
XapaKTepun3npaHeTo Ha pucka. MakeTbT OT MHCTpYMeHTM nognomara n UT-6asupaHuTe
aKkTyanusaumm Ha nHdopmaumnsta B ObXB/OEXB.

OnucaHMeTo Ha ynoTpebuTte U oLeHKaTa Ha eKcrno3uuusaTa Tpsa6bBa aa oTpasasar
AelCcTBUTeNHUTe ynotpebu u ycnosusaTa Ha ynotpeba B Apy)kecTBara.

14 https://chesar.echa.europa.eu/
15 http://www.cefic.org/Industry-support/Implementing-reach/Guidances-and-Tools1/
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ToBa e BaXHO 3a Cb3aBaHETO Ha NoJsie3Ha MHdopMaLmns 3a oOpraHUTe 1 3a
notTpebuTenuTe Hagony no Bepurata. MNpoayktuTe oT MNbTHaTa KapTa nognomaraT
CEeKTOpUTE Ha MHAYCTPUSTA, KaTo NpeaocTaBaT opMaTtu, ynecHsBallM KOMyHMKauuaTa
Harope no BepuraTa Ha AoCTaBka. ToBa LWe AONpUHEece 3a Cb34aBaHETO Ha peasnCTUYHM
NPeAnosoXeHNss OTHOCHO CLLEHAPUUTE Ha EKCMO3MUMUS, BKIIOYUTENHO paboTHUTE YC0BMUS
N epEeKTUBHOCTTA Ha YNpaBNEeHMETO Ha pucKa.

LLle nOMOrHe CbLLO Ha perucTpaHTuUTe Aa NpeaocTaBdaT Ha KIIMEHTUTE CueHapun Ha
€KCrno3nuunsg, oTroBapsilin Ha peasiHOCTTa Ha TEXHUTE onepaunun n NpPoayKTu.
PerncrpaunoHHuTe gocmeta (BkawouBawm BXB) ca 0OCHOBHUSAT M3TOYHUK Ha MHDOpMaLMS
3a KOMMETEHTHUTE OpraHun, Korato 3ajasaT NPpUMOpUTETM Ha BellecTBaTa 3a npouecuTe
cnep pernctpauumaTta no REACH. PernctpaHtnte Moxe aa nomckaT ga AeMOHCTpupart, Jve
TEXHUTE BellecTBa He ca nNpeaMeT Ha NpUopuTeTHO 6€3MOKOMCTBO NpU oueHKaTa,
KnacnuunpaHeTo, paspellaBaHETO UK OrpaHMYaBaHETO Ha BelwlecTsa. Hanpumep
BELWEeCTBOTO B/IN3a CaMO B LUMPOKO pa3npoCcTpaHEHO ANCNEPCHO MPUIOXEHUE B MHOMO
MaJsika CTeneH uiau ce M3non3ea caMo Npu CTPOro KoOHTponupaHu ycnosus. Hosuat IUCLID
6 We No3BoJsIN MO-NPoO3paYvYHO NpeacTaBsHe Ha criyyas B perMcTpaunoHHOTO Aocue.

M3nonsBanTe MHCTPYMEHTUTE 3a OLleHKA Ha eKCNo3MuusaTa B paMKMUTE Ha
TAXHaTa 06J1acT Ha NPUIOXKMMOCT U 060CHOBETEe BCUUKU OTK/IOHEHUSA OT
CTOMHOCTUTE no noapasbupaHe.

MoTpebutenuTe nosydyaBaT HAKOM NPeaynpexneHns 3a MHCTPYMEHTUTE 3a eKCNo3nLms,
BrpaaeHu B Chesar, korato u3anossBaT MHCTPYMEHTaA MO HauWH, KOMTO MOXe Aa He
CbOTBETCTBa Ha ob6sacTra Ha NPUIOXUMOCT.

Mopno6perte nHdpopmMmauusaTa 3a IMYHUTE Npeana3sHn CpeacTBa.

Bbnpekn npenopbkuTe, MOCOYEHN B NMPeANLLHUTE AOKIaAN 3a OLEHKa, HanuMyHaTta
nHdopmaumsa 3a NnMdHUTE npeanasHn cpeactea (JIMNC) npoabmkasa Aa nocrtass npobnemun
no BpeMe Ha npoueaypata CCh.

OepMmanHaTa 3awWwmTa n3nckea aa 6bvae npeaocraBeHa nHdopMauunsa 3a Matepuana,
BpeMeTO 3a NpOoHUKBaHe U aebennHaTa (ako e yMeCTHO) Ha pbKaBuuuTe, KOeTO B
naeanHusa cnydan Tpsabea ga 6bae cbobuieHo KakTo B ABXB, Taka n B pa3gen 11 Ha
pocueTto B IUCLID. Hann-gobpuaTt noaxoa € Aa ce npefocraBu MHdOpMaums 1 3a
pbKaBULUUTE, KOUTO He TpsibBa Aa 6baaT M3non3BaHW, Tbil KAaTo Ta3m MHPOpPMaUUSa MoXe
[a e MHOoro BaxHa. [MporHo3uTe 3a eKCno3uumaTa Ha KoxXaTa OT MoAenuTe OoT HMBO 1
MOXe Aa ca NoABexaallM, Tbi KaTo AepMaSHOTO 3aMbpCsiBaHe YeCTO € CUJTHO
NMPOMEH/INBO N paboTHMUNTE TpsibBa Aa 6bAaT 3alUUTEHN OT HEOYAKBaHU CbbUTKS,
BOAELLM A0 BUCOKM €KCNO3nLNnm.

HaKoW perncTpaHTh ca nocounnu, vye cnopen Tax gepmanHute nporHosm oT ECETOC TRA
mMoraT Aa 6baaT oueHKM 3a LANoTo TAn0. AKO e Taka, Tpssbea aa 6bae npeaocTaBeHa
VIHCbOpMaLLVIFI 3a noaxoasdulaTta 3allnTa 3a CnMpaHe Ha NPbCKUTE U C'b6VITVI9|Ta, Boaewn o
HaMOKpsiHe Npu AOCTUraHe A0 KoxaTta. TakaBa nHdopMaums 4ecTo U3MCKBaA npeasaraHe
Ha CbBETM OTHOCHO MpeaocTaBsaHeTo Ha paboTHO 061eKN0 CbC 3alunTa OT XUMUKATIN.
Hakon noaxoasiim eBponenckn ctaHgapTm ca:

EN 13034:2005 (Tun 6), orpaHuyeHa 3awmuTta OT TeYHU aepo30/n
EN 13982-1:2004 (tvn 5), 3awmTa OT CyXu 4acTUUM OT XMMMUKAN BbB Bb3AyXa
EN 14605:2005 (Tun 4) 3awmTa OT NPbCKU OT TEYHU XMMUKAIN

Ha6nwoaeHusa

Mo NpuHUMN HE MOXe Aa Ce cymTa, Ye HopManHuTe paboTHM KOMBUHE30HU nNpeanarat
HadeXAHa 3allnTa CPeLLy eKCno3nunaTa Ha XMMUKaIKn, Tbil KaTO HE Ca U3MNUTBAHMU 3a
MPONYCKANBOCT U MPOHUKBAHE.
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3auwmTa Ha AMXaTesIHUTE NbTULLa: MoXe aa usrnexaa, Ye cueHapmmTe Ha eKkcnosmuus
pasumTaT CUJIHO Ha AbJrOCpoYHaTa ePeKTMBHOCT Ha npeanasHoTo obopyaBaHe 3a
anxatenHute nbtuwa (RPE). Mo npuHumn RPE e npegHa3Ha4vyeHo 3a cnpasBsiHe C
OCTaTbYHUSA PUCK, C/e[ KaTo ca NMpUoXeHU ApYyru MepKu 3a ynpasJieHue Ha pucka.
CueHapuaT Ha eKCrno3nuusa MoxXe ga usrnexaa HepeaamcTuyeH, Korato 6bp30To
M34YMC/IEHNE MOKa3Ba, Ye AelCTBUTEeNIHaTa NPOrHo3nupaHa BbHLIHA KOHUEHTpaums (M3BbH
RPE) Ha MHOro BpeaHo WUan BpeaHO BELLECTBO € 3HaunTenHo Hag DNEL.

B TakuBa cny4dam cueHapumTe Ha eKCno3mnums, KOUTo MPOrHo3npaT eKCrno3nymm To4HO
nog DNEL, koraTto ce ouyakBa pabotHuumnTe ga HocaT RPE npes uenus geH, He ca
CbBMECTUMU C KOHUEeNuumTe B npektmeata OTHOCHO XMMUYHKUTE areHTn (JunpekTmBa
98/24/EOQ). Ha npaktnka RPE He Mo)e BMHaru Aa e ususano HaaexaHo n daktopuTte 3a
BMCOKa CTENEeH Ha 3awmTa Ha paboTHOTO MSACTO He MoraT Aa 6baaT NOCTUIHATKU JIECHO OT
Heoby4yeH TpyAOB KOJIEKTMB, KOETO BOAM A0 NOTEHUMaNHa He40oNyCTMMO BMCOKA
nHAnkKaums 3a puck. RPE 06MKHOBEHO € npeaHa3HavyeHo 3a cny4vau, KoraTo
KoedMUMEHTBLT Ha XapaKTepucTukaTa Ha pucka (KXP) e caMmo Manko no-BuMcoK oT 1 u
3ajauuTe C BUCOKA E€KCNOo3MnLMsa MOXe Aa Ce U3BbpLBAT NeEpUoanNYHO, Taka ve
nsnonssaHeto Ha RPE HamansBa KXP go HMBO, KOETO € A0CTa NO-HUCKO OT KPUTUYHOTO
ObArocpoyHo HMBO Ha DNEL.

Ha6nropexHus

PernctpaHtute npegnarat 8-4acoBoto RPE ga nonyuum KXP TouHo noa 1, 6e3 aa
npeanarat TEXHUYECKN MEPKWM 3a HaMangBaHe Ha ekcrno3umumngara. ToBa NpoTMBOpPEYUn Ha
OCHOBHUTE NpUHUKMNKM 1 6 6o gonycTMmMo camo nNpu sicHa 060CHOBKA, Ye He ca
Bb3MOXHWN TEXHUYECKN MEPKM Npu ycnoBusaTa Ha ynoTpeba. AKO 3a KOHTPOSIMpaHe Ha
puckoBeTe e Heob6xoamMMo RPE >4 4., TO B cLUeHapunTe Ha ekcno3mums Tpsabea aa 6baat
onucaHu TunsuT Ha RPE 1 cucTtemaTa 3a ynpassieHune, nogabpxalla npasuiHaTa
ynotpeba. B Hakon cnyyan RPE e ocHoBHaTa Msipka 3a yrnpaB/ieHue Ha pucka. Hanpumep
no BpeMe Ha ornepauum 3a NOBTOPHO NynBepmU3MpaHe Ha aBToMobunu, KoraTto ca
HeobxoaMMKM cneunanHn Mepku 3a OCUrypsiBaHe Ha Ab/IrOCPOYHa 3awmTa Ha paboTHMUNTE
N 3a n3bareaHe Ha NOCIEACTBUSA KATO NpodecnoHasHa acTMa, KoraTo Ce npbCkKa C HAKOU
CbeAMHEHMNSA, Cb34aBally OKOMHA cpefa C BUCOK PUCK.

O6ocHoOBeTe SICHO n3noJsisBaHeto Ha SPERC 3a oyeHka Ha eKCNO3MLMATA Ha
OKOJIHaTa cpeaa.

HagexaHoctTta Ha OBXB 3aBUCKM CUAHO OT HaAeXAHOCTTa Ha BXOAHUTE rnapameTpy,
N3N0/sI3BaHN NPWU OLLEHKMUTE Ha OMAacCHOCTMTE M Ha ekcno3mumaTa. EoQMH OT ocHOBHUTE
napameTpu, BAUSELLMN BbPXY pe3ynTaTa OT OUeHKaTa Ha eKCcrno3mumsaTa Ha OKOoJHaTa
cpepna, ca pakTopuTe, CBbp3aHWU C U3NYCKaAHETO B OKO/HaTa cpena. PbKoBOACTBO Ha
ECHA OTHOCHO M3uCKBaHusTa 3a MHpOpPMaumsa 1 oueHkaTa Ha 6e3onacHoCTTa Ha
XUMUUYHUTE BellecTBa, rnaea R.16: B ,OnpegensaHe Ha ekcno3muusaTa Ha OKosiHaTa
cpena" (sepcua 2.1, oktomspu 2012 r.)*° ce npeagnaraT reHepmyHn pakTopu Ha
M3nycKaHe 3a Han-nowus cnyyanm 3a BCsKa KaTeropus Ha M3nyckaHe B OKOJiHaTa cpeaa
(ERC), KoMTO perncrpaHTuTe MoraT ga m3nonseat 6e3 gonbaHuTenHa obocHoBKa. AKO Ha
Tasn 6asa He MoXe Aa ce AeMOHCTpupa H6e3onacHa ynoTtpeba (nopaan npoduna Ha
OMNAaCHOCT Ha BELLEeCTBOTO MM M3MNON3BaHMUTE KONM4ecTBa), perncrpaHtute Tpsbsea aa
onpeaenaTt No-noaxoaswm gakTopm, CBbp3aHN C U3NYCKAHETO, U CbOTBETHUTE YCNOBUS
Ha ynoTpeba.

NHOyCcTpusiTa Npeanoxmu aa ce U3nonssaT cneundudHn 3a CEKTOpUTE KaTeropum Ha
n3nyckaHe B okosiHaTa cpeaa (SpERC) KaTo OCHOBHM HauMHM 3a NoJlyvYaBaHe Ha

16 http://echa.europa.eu/documents/10162/13632/information_requirements_rl16_en.pdf.

O6bpHeTe BHMMaHME, Ye KbM MOMEHTa Ha nybnmKyBaHe Ha HacTOSLWNMS AOKIa4 PbKOBOACTBOTO € B
npouec Ha npepasrnexaaHe. MpoekTuTte ca ny6ankyBaHu Ha:
http://echa.europa.eu/support/guidance/consultation-procedure/ongoing-reach
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npeumsmMpaHn NporHo3m 3a U3nyckaHe 3a OUeHKUTe Ha oKosiHaTa cpeda. KoHuenuuarta 3a
SpERC e npueta B PrkoBoacTtsoTo Ha ECHA OTHOCHO M3nckBaHusATa 3a MHopMauns um
oueHkaTa Ha 6be3onacHOCTTa Ha XMMMYHUTE BewecTBa, Maea R.16: B ,OnpegensHe Ha
€eKCcno3numnsTa Ha okonHaTa cpega" (Bepcus 2.1, oktomBpu 2012 r.) ce nocoysa, 4ye
paboTHUTE YyCNOBUSA U MEPKUTE 3a YNpaBieHUe Ha pucka, BoAeLLN A0 npeunsmpaHu
dakTopn Ha u3NycKaHe, ca A4OCTAaTbYHO apryMeHTUPaHM.

Mo npuHumn SpERC BkntouBaT gedpmnHUumMsa Ha obxBaTta (obacTra Ha NPUTOXMMOCT),
nHdopMauma 3a ycnosuaTa Ha ynotpeba, Bogelwim Ao onpenesieH, odakeBaH akTop Ha
n3nyckaHe, o4yakBaHn haKTopu Ha U3NycKaHe U 06ACHEHME OTHOCHO U3BJ/IMYAHETO Ha
dakTopuTe Ha U3NyCKaHe.

Paspabotunuute n notpebutennte Ha SpERC TpsibBa Aa rapaHTMpaT, Ye ONMCaHMETO,
npenocraBeHo BbB akTosiorMyHata cnpaeka Ha SpERC, e HanpaBeHo nogpobHo, ACHO,
TOYHO M AOCTaTb4yHO 06OCHOBAHO M Ye obxBalla BCUMYKN CbOTBETHU 3asiBEHU
AenHoctu/npouecu, paboTHM yCNOBUS U MEPKK 3a yMNpaB/ieHME Ha pucKa.

Ako 3a dakTopuTe 3a M3nyckaHe B OKOMHaTa cpeja ca 3ajafeHn CTOMHOCTU, MO-HUCKK OT
Te3n no nogpasbupaHe, npeanaranHm 3a ERC B PrkoBoacTtesoto Ha ECHA oTHOCHO
N3nCKBaHMATa 3a MHDOpMaLUua K oueHkaTa Ha 6e30nacHOCTTa Ha XMMUYHUTE BELLECTBa,
rnasa R.16: ,,OnpegensHe Ha ekcrno3mumsaTa Ha OKo/HaTa cpeaa” (Bepcmsa 2.1, OKTOMBpHU
2012 r.), ce oyakBa 3a TSX Aa ce gage noaxoasiwa obocHoBka. Ts TpssbBa KaTO MUHUMYM
ha obxBala:

i) onucaHue Ha ycnoBusiTa Ha ynotpeba, Npu KOUTO Bb3HMKBA HaKTOPbLT Ha
n3nyckaHe, u

ii) onmcaHme Ha M3BNMYAHETO Ha (hakTopa Ha uanyckaHe (cbC cbobuiaBaHe m
06ACHeHMe Ha AaHHUTE, Ha KOMUTO Ce OCHOBaBa).

PerncrpaHTuTe yecto manonseat SpERC kaTo M3TOYHUK 3a NpunaraHuTe GakTopu Ha
n3nyckaHe, Ho MHoro SpERC He cbabpXaT AOCTaTbYyHO obwa nHpopmaumsa 3a
npeanaraHus gakTop Ha m3nyckaHe. Kato cneacreue ot ToBa [ABXB Ha perncrpaHTta
MOXe Aa He e ybeauTeneH npu AeMOHCTPUPAHETO Ha YNpaB/ieHWETO Ha pUCKa.

PerncrpaHTuTe, KOMTO M3non3BaT HannyHm SpERC 3a ceonte OBXB, Tpsabea aa
rapaHTupar, Ye BeWecTBOTo U ynotpebaTta, onncaHn B KOHKPETHOTO AOCKe, Ca B
obnactrta Ha NpUNOXNMOCT Ha usnonssaHua SpERC.

1.7 PbkoBOoACTBa U MHCTPpyMeHTU Ha ECHA

Korato noarorBsitTe UM noaabp)kaTe perucrpauuMata CHU, KOHCyJITUpaiTe ce C
PbKOBOACTBATA Ha yebcaitTta Ha ECHA.

PbKOBOACTBaTa 3a NojasaHe Ha AaHHU'’ n PbkoBoACTBaTa Ha noTpebutens oT
nHaycTpusata 3a REACH-1T® naBaT okoHYaTeNHM MHCTPYKLMM 3@ NOArOTOBKA M NojasBaHe
Ha gocueTtaTta. Te we 6bAAT NpepasrnegaHn U UHTErpMpaHu B UHCTPYMEHTUTE B
KOHTEeKCTa Ha Han-HoBuTe Bepcum Ha IUCLID n REACH-IT.

ECHA npoavnkaBa ga pa3paborsa pbkosoacTtea 3a REACH npe3 2015 r. MNpe3 rognHaTta
Ha yebcariTa Ha ECHA 6sxa nybnnkyBaHu cnegHuTe akTyanusnpaHu pbKOBOACTBA, KOUTO

17 http://echa.europa.eu/support/dossier-submission-tools/reach-it/data-submission-manuals
18 http://echa.europa.eu/support/dossier-submission-tools/reach-it/industry-user-manuals
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MMaT KOHKPETHO OTHOLLEHMe KbM oueHKaTa (BX. yebcarita Ha ECHA 3a Bcuuku
nybnnkaumn):

e AKTyanusaums Ha ,PbKoBOACTBOTO OTHOCHO M3MCKBaHMSATa 3a UHdOpMaLUS U
oueHkaTa Ha 6e30nacHOCTTa Ha XMMNYHUTE BewecTBa", rnaBa R.7a: PbkoBoacCTBO 3a
KOHKpeTHa KpanHa To4yka, pa3gen R.7.6 BbB Bpb3Ka C TOKCMYHOCTTA 3@
penpoaykumsata, n pasgen R.7.2 BbB Bpb3Ka C Apa3HEHETO/KOpO3uMsiTa Ha KoxaTa u
oumnTe (okTomMBpu 2015 r.)*°.

e AkTyanusaumsa Ha ,PbKkoBOACTBOTO OTHOCHO M3UCKBaHMSATa 3a UHoOpMaLUs 1
oLeHKaTa Ha 6e30nacHOCTTa Ha XMMUYHUTE BewecTBa", rnaBa R.12 OTHOCHO
onucaHmeTo Ha ynoTpebute (aekemepu 2015 r.).

e AkTyanusauus Ha PbKOBOACTBOTO 3a CbCTaBsAHE Ha MHPOPMAaLIMOHHU TIMCTOBE 3a
6e3onacHocT (aBryct 2015 r.)%.

e [lonpaBka KbM PbKOBOACTBOTO 3a npwuiaraHe Ha kputepuute no CLP — vact 2
,dun3snyeckn onacHocTn® 1 yact 3 ,0OnacHocTu 3a 3apaseTo” (1oHn 2015 r.)?%

e AKTyanusauus Ha YBOAHOTO PbKOBOACTBO OTHOCHO pernameHTa CLP (tonm 2015 r.)?.

Hakon pbKOBOACTBa BCe OLWe ca B NpouUec Ha npepasriexaaHe, no-KOHKpPEeTHO Te3u,
KOWTO Ce 3aHMMaBaT C oueHKaTa 3a 6e30nacHOCT Ha XMMUYHO BewecTBo. Oyakea ce
OKOHYaTenHuTe Bepcumn ga 6baat nybnmkysaHm npe3 2016 r. MpoekTuTe 1 npoueaypute
3a KOHCyNnTaumsa moraT aa 6baaT npocneaeHu

TyK: http://echa.europa.eu/support/guidance/consultation-procedure/ongoing-reach

ECHA Bu kaHu ga B3eMeTe nojg BHUMaHWE Te3M HOBWU/aKTyanmsnpaHu pecypcu n npum
HeobXxoAMMOCT Aa aKTyanm3mpaTe CbOTBETHUTE YacCcTW Ha BawuTe gocmneta. ECHA we
B3eMe npeasui HOBUTE NOAX0AM, ONMCaHM B PbKOBOACTBOTO, B TeKywaTa u 6baewa
OLeHKa Ha AoCMeTo.

MN3nonsBante nabruHa Validation Assistant (MoMowHMkKk 3a BanuaupaHe) 3a
IUCLID npum noarotoBka Ha permcrpaumsaTa.

B nonbaHeHMe KbM NpoBepKkaTa Ha paboTHUTe NpaBwaaTa M NpaBunarta 3a NpoBepKa 3a
NbSIHOTA, NNBIMHBT CbAbpPXa Mmoayna ,MNoMOWHMK 3a KaYeCcTBOTO Ha AOCMETO", KOUTO
npeaynpexaasa noTpebutens 3a HepeaHOCTUTE U HECLOTBETCTBMSATA B AOKYMEHTaUuMsATa.
HacTosiTenHo npenopbyBaMe Ha perucTpaHTUTe Aa ctapTupart nabrnmHa 3a Habopute oT
JaHHW Ha BellecTBaTa CU U 3a AoCKeTaTa M la KopurmpaTt BCUUYKKN CcbobLleHn npobnemMu
npean nogasaHe Ha gocmetaTta B ECHA.

19 http://echa.europa.eu/documents/10162/13632/information_requirements_r7a_en.pdf
20 http://echa.europa.eu/documents/10162/13643/sds_en.pdf

21 http://echa.europa.eu/documents/10162/13562/clp_en.pdf

22 http://echa.europa.eu/documents/10162/13562/clp_introductory_en.pdf
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