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PEIJIAMEHT (EC) 2025/...
HA EBPONENCKHUS MAPJJAMEHT U HA CHBETA

ot 26 HoemBpu 2025 roguna

3a u3MeHeHue Ha perjamenT (EOQ) Ne 178/2002, (EO) Ne 401/2009,
(EC) 2017/745 u (EC) 2019/1021 no oTHOILIEHHE HA
NPeXBbLPJISHETO HA HAYYHH ¥ TEXHUYECKH 32/1a4M U MOI00PSBAHETO HA

CHbTPYAHUYIECTBOTO MEKAY ar¢cHIIMUTE HA Cn103a B 00J1aCTTAa HA XUMHKAJIATE

(Tekcr ot 3nauenne 3a EUII)

EBPOITEMCKUSAT ITAPJIAMEHT U ChbBETHT HA EBPOITEMCKMS CHIO3,

KaTo B3exa npeasua Jlorosopa 3a pyHKkIMOHUpaHeTo Ha EBporielickust ¢bi03, U O-CIIELUATHO

unieHoBe 43, 114, unen 168, maparpad 4, 6yksa B), wien 192, naparpad 1 u unen 207 ot Hero,
KaTo B3exa MpeABU/ MpeanoKeHueTo Ha EBponeiickata koMucus,

clie/] IpelaBaHe Ha MPOEKTa Ha 3aKOHOIATEITHHS aKT Ha HAIMOHATHUTE MapJIaMeHTH,

KaTo B3€Xa IPEIBU/I CTAHOBUIIETO Ha EBPONEHCKIS MKOHOMUYIECKH M COIMATIEH KOMUTET!,

B CHOTBETCTBHE C OOMKHOBEHATA 3aKOHOJAaTCJIHa npouez[ypaz,

1 OB C, C/2024/3381, 31.5.2024 r., ELI: http://data.europa.eu/eli/C/2024/3381/0;.
[To3unmsa na EBponeiickust mapaameHt ot 21 okromBpu 2025 T. (Bce omie HemyOIMKyBaHa B
Odunmanen BecTHUK) U pemenne Ha CbeeTa 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 ca 3aJI0’KEHH BUCOKM aMOMIINH 32 JJaBaHE Ha HayaJlo Ha Mpexoa KbM HETOKCHUYHA
OKOJTHA cpefia U HyJIeBO 3aMbpcsiBane. CTparerusita, U3JiokeHa B ChOOIIEHUETO Ha
Komucwusita ot 14 okromBpu 2020 r., 03arinaBeHo ,,CTpaTerus 3a yCTOMYUBOCT B 00J1acTTa
Ha xumMuKaiuTe — KbM HETOKCHYHA OKOJIHA Cpejia®, € pelaBailia CThbIIKa KbM
MIOCTUTAaHETO Ha HYJIEBO 3aMbpCsIBaHE U BbBEXkKA MOAX0/a ,,e[JHO BEIIECTBO — €/IHA
OLIEHKA“‘, KOWTO MMa 3a IIeJl Ja noao0pu e(puKacHOCTTa, €EeKTUBHOCTTA, ChITIACYBAHOCTTA
Y MIPO3PAvYHOCTTA Ha OLIEHKUTE Ha 0€30MacHOCTTa Ha XMMHUKAJIUTE B IPAaBHUTE aKTOBE HA

Crr03a.

(2) 3a MOCTUTaHETO Ha TE3H LIeNU € HeOOXOIMMO Hay4YHAaTa U TeXHUYecKkara paboTa, CBbp3aHa
C XMMHUKAJIUTE, U3BbPIIIBaHA HA paBHUIIETO Ha ChIO3a B IMOJKpEIa Ha MPAaBHUTE aKTOBE HA
Crpro3a B Ta3u 001acT, 1a 0b/ie KOHCOIUANPAaHa B ChOTBETHUTE areHIuu Ha Chio3a U J1a ce
BBBEJIAT 3aIbJDKCHUS 32 arcHIuuTe Ha Chio3a 1a CH ChTPYAHUYAT MPHU pa3padOTBaHETO HA
METOJIMKH 32 OIICHKA U MPU 0OMeHa Ha JaHHH U nHpopMalius. ToBa I1e onpocTH
JieiicTBaIaTa paMKa, e Mo100pH Ka4eCTBOTO M ChIJIACYBAaHOCTTA Ha OIICHKHUTE Ha
0€30IMacHOCTTA, 3aJI0’KEHU B TIPaBHUTE akToBe Ha ChHI03a,  IIe TapaHTHpa, Ue

CBILECTBYBAIINTE PECYPCH CE€ U3ITOI3BAT MO-€PHUKACHO.
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3) B pamkuTe Ha TEKyI0TO Mpepas3riexaHe Ha npaBHUTE akToBe Ha Chro3a Oere
MPEAJIONKEHO NMPEXBHPIIIHE HA HAKOU ChIECTBYBAIM HAYYHU U TEXHUYECKHU 33/1a4U KbM
noaxozasmara areHuns Ha Cbro3a, KakToO M Bb3JIaraHe Ha U310 HOBU 3a/1a4u.
HacrosumsaT pernmameHT npeaBuxaa IpyruTe 3aa4uu, ONPEACIICHH B IPABHUTE AKTOBE Ha
Cp1o3a, KOUTO HE ca B MPOIIEC Ha Mpepas3riekaane, 1a ObaaT IPEeXBbPICHU Ha
EBporeiickara areHius 1no XuMHUKasu, 3a 1a Ce U3I0JA3BaT HEUHUAT EKCIIEPTEH OIUT U
KalanuTeT B 00J1acTTa Ha OI[EHKaTa Ha XUMHUKainuTe. ToBa € B CbOTBETCTBHUE C MOAX0/1a
,»€HO BEILIECTBO — €JIHA OLICHKA", 3a J1a C€ TApaHTHUpPAa, Y€ TEXHUYECKAaTa U Hay4yHaTa
paboTa ce U3BBpILIBA OT NOAXOAANIaTa areHIHs Ha Chr03a, KOSATO CE MOJI3BA OT JOKa3aH
OMUT U YTBHPJACHH HHCTPYMEHTH B CBOsITa 00Js1acT. HacTosmusT perinamMeHT cienBa a
ObJie MpUeT eTHOBPEMEHHO C TUpeKTHBa 3a u3MeHenue Ha upexkruna 2011/65/EC na

EBpOHeﬁCKHﬂ [mapJIaMCHT U Ha CLBeTa3, HAaCO4YCHA KbM IIOCTHUI'aHC HA ChbINUTC LCIH.

(4) Karo vact ot npuiiaranero Ha nojaxoja ,,6JHO BEIIECTBO — €Ha OLIEHKA™, B
MIPEAJIOKEHUE 32 PETJIAMEHT 32 M3MEHEHHE Ha 3aKOHO01aTeJICTBOTO Ha Chio3a B o01acTTa
Ha ¢apMalleBTUYHUTE NMPOIYKTH OsXa BbBEACHU pa3nopeadu ¢ 1ell Aa ce MpeJoCcTaBy Ha
EBporeiickara areHuus mo JeKapcrBara MaHIaT Ja pa3paboTBa U 1a CU ChbTPYIHUYH [IPU
pa3paboTBaHETO HA METOAMKH 32 OIICHKA, CTAaHJAAPTHU POPMATH U KOHTPOIHPAHU
peLIHI/IIII/I, aa O6MCH$[ JaHHU U I/IH(bOpMaIII/Iﬂ OTHOCHO XUMHKAJINTE, KAKTO U J1a yCTaHOBSIBa

HOBH IIPpOLCAYPH 3a OCUTYPABAHE HA CHITIACYBAHOCT MCXKY HAYYHUTEC CTAHOBUIIIA.

Hupextusa 2011/65/EC na EBponeiickus napiaameHT 1 Ha CbBerta oT 8 toHu 2011 1.
OTHOCHO OTPaHHUYEHHUETO 32 yroTpebdaTa Ha ONpEIeNIEHN OMTACHU BEIIECTBA B
eJIEKTPUUYECKOTO U eNeKTpoHHOTO o0opyaBane (OB L 174, 1.7.2011 r., ctp. 88,
ELI: http://data.europa.eu/eli/dir/2011/65/0j).
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®)) 3a /12 ce OCUTYpH ChIJIaCyBaHOCT Ha METOAUKUTE 3a OLIEHKA HA XUMHUKAIUTE HA
paBaunieTo Ha Chr03a, BCHYKHM CHOTBETHH arcHimy Ha Chio3a cie/iBa Ja IMaT PaBHOCTOCH
MaH/aT 3a pa3paboTBaHEe Ha TAKMBA METOJHUKH B 00JIACTUTE, MOMAIaIM B 00XBaTa Ha
CHOTBETHUTE MM MaHJaTH, U CJICJ[BA JIa IOJIJICKAT Ha CHIIUTE 38 Ib/DKCHUS 32

CHTPYIHUYECTBO IIOMEXIY CH IPU pa3padOTBAHETO HA TAKWBA METOJIUKH.

(6) 3a ;1a ce OCUTYPAT ChIIIACYBaHOCT M €(PUKACHOCT Ha MPEABUICHUTE B TIPABHUTE aKTOBE HA
Cplo3a OlLIEHKHU, CBBP3aHU C XUMUKAJIY, € BAKHO ChUIO TaKa JaHHUTE Ja OBbAAT ONepaTUBHO
CbBMECTUMHU U OOMEHBT UM MEXy CbOTBETHHUTE areHInK Ha Chio3a J1a ce OChILECTBSBA
JIECHO, KaKTO H J]a C€ HachpyaBa ChbTPYJHHUECTBO IPU Pa3pabOTBAaHETO HA CTAHAAPTHU
dbopMaTu 1 KOHTpoJupaHu peuHuiy. CiieJoBaTenHo, 3a Ja ce yJIeCHH OOMEHBT Ha JIaHHU
MEX1y areHIIMUTe, BCHYKU HOBH (pOpMaTH 3a IJaHHU, pa3paboTeHu oT EBpomneiickus opran
3a 6e3onacHocT Ha xpanute (EOBX) unu ot EBpomneiickara areHnus 3a OKoJIHaTa cpena
(EAOC), cnena n1a ce ch3aBar B CbTPYIHUYECTBO C APYTH CbOTBETHH areHIIUU Ha
Cpio3a, paboTeny B 0b6JacTTa Ha XUMUKaIHUTE. 3a Ta3u el B pernamentu (EO)

Ne 401/2009% u (EO) Ne 178/2002 na EBponeiickus napiament u Ha ChBeTa® ciiejiBa 1a ce
BBbBEJAT HEOOXOAMMHTE HOBH Pa3NopeIOn, a ChIECTBYBAILIUTE pa3nopeI0u clieBa aa
O0paat noacuieHu. CuenBa 1a ce 0OMHUCIN U IPEUIOKEHUETO 33 CXOIHU pa3nopenon B
PermamenTa 3a EBponeiickaTa areHIHs IO XUMHUKAJIH, 3 Ja CE€ OCUTYPHU ChIIaCyBaHOCTTA

Ha pa3nopenouTe 3a ChbTPYAHUUECTBO MEKY BCUUKH ChOTBETHU areHuuu Ha Cpro3a.

Pernament (EO) Ne 401/2009 na EBponeiickus napiameHnT u Ha CbBeTa oT 23 anpui

2009 r. otHOCHO EBpomnelickara areHnus 3a OKoJIHata cpefa u EBpornelickara Mmpeka 3a
nH(popManus u HaOIroeHNe Ha okosHata cpeaa (OB L 126, 21.5.2009 r., ctp. 13, ELL:
http://data.europa.eu/eli/reg/2009/401/0j).

Pernament (EO) Ne 178/2002 na EBponeiickust napiameHnt u Ha CbBeTa OT 28 siHyapu

2002 r. 32 ycTaHOBSIBaHE Ha OOIIUTE MPUHLUIHN U U3UCKBAHHS HA 3aKOHOAATEIICTBOTO B
o0yacTTa Ha XpaHHTe, 3a Ch3JaBaHe Ha EBpornelicku opran 3a 0€30macHOCT Ha XpaHUTE U 3a
oTpezieNisiHe Ha MPOIIelypyu OTHOCHO Oe3omacHocTTa Ha Xpanute (OB L 31, 1.2.2002 r.,
ctp. 1., ELI: http://data.europa.eu/eli/reg/2002/178/0j).
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(7

3a 1a ce rapaHTHpa ChITIACYBaHOCTTAa U €(PUKACHOCTTA Ha OILICHKHUTE, CBhP3aHH C
XUMUKAJINTE, IPEJBUICHH B IIpaBHUTE akToBE HAa Cbl03a, ChOTBETHUTE areHuu Ha Cbhro3a
clieiBa Jia ipenpruemMaT MepKH 3a n30sArBaHe Ha pa3sinyuATa B HAYYHUTE CTAHOBHUIIIA.
CnyyauTe Ha pa3jMyaBally ce HAyYHU CTAHOBUILA JOBE0XA JO yBEINYaBaHE HA CTEIIEHTA
Ha HECUTYPHOCT 32 ONEPaTOPHUTE, KAKTO U 10 HaMaJlsiBaHE Ha OOIIECTBEHOTO JOBEpUE B
000CHOBAHOCTTA M CHIIIACYBAHOCTTA Ha B3€MaHETO Ha pelIeHHs ¢ HaydeH Xxapakrep. Karo
4acT OT MpepasrIexkIaHeTO Ha 3aKOHOIaTelcTBOTO Ha Chlo3a B 00acTTa Ha
(bapMalieBTUUHHUTE IPOAYKTH 0s1Xa HalpaBeHU MPEIJIOKEHH 3a pasrieKIaHe U
IIOJICUJIBAHE HA MIPOLIEYPUTE 3a IPEOJI0JIABAHE HA pa3IMUMsiITa B HAYYHUTE CTAaHOBUIIA
Mexay EBponelickara areHnus 110 JIeKapcTBaTa U Apyr HAy4YHU MHCTUTYyIMU. Moxe aa ce
OOMUCIIH U IIPEUIOKEHUETO 3a BbBEXKIAHETO HAa CXOAHHU pasnopeadu B Pernamenra 3a
EBpomnelickara areHuus o XMMHKAJIH, 3a a ce rapaHTHpa, 4e pa3nopeaoure 3a
paspelaBaHe Ha pa3nyusITa B HAyYHUTE CTAHOBHUIIIA MEXKAY BCUUKU CbOTBETHU areHLUU
Ha Cplo3a ca cbriacyBanu. [10100HM AOIBIHUTENHU pa3ope 10U HE ca HEOOXOAUMH 110
otHoweHue Ha EAOC, toii kato EAOC He u31aBa Hay4HHM CTaHOBHILA OTHOCHO OT/AEJIHU

XUMHKAJIN.
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®)

HacrosmusaT periiaMeHT uMa 3a 1ell a ¢e MPeoI0IesT MOTCHIIMATHUTE Pa3Inaus MEX Iy
Hayunute cranoBuia Ha EOBX u te3u Ha apyru opranu Ha Cbro3a, KaTo ce B3eMe
MIpe/IBU/I 1IeJITa 32 OCUTypsIBaHE Ha BIUCOKA CTEIEH Ha 3allliTa Ha OKOJIHATA Cpefia U
YOBEIIKOTO 3/IpaBe, BKIIOUYUTEIHO 3[[paBeTo Ha ysa3BumuTe rpymnu. Pernmament (EO)

Ne 178/2002 Beue nmpeaBukaa MPOIETyPH, Ype3 KOUTO MOTAT Jla Ce pa3peliaBar pa3indus
MEXIy Hay9HHUTE cTaHOBHINA. Te3u mpouenypu ciensa aa opnat noacwienu. Or EObBX u
JPYTUAT 3acerHaT opraH clie[iBa Jia ce M3UCKBa Jia MmojaraT MaKCUMaJIHUA yCUITUS 32
paspelliaBaHe Ha BCSKO pa3inyue MexaAy HayYHUTE CTAHOBUINA WM 110 HAYYHH BBIIPOCH.
Te cnensa na ce oOpbIIAT KbM JIUIIATA, OTTOBOPHHU 32 YIPABICHUETO HA PUCKA, CAMO
KOTaTo HE ca B ChCTOSHUE CAMH JIa HAMEPSAT PEIICHUE OTHOCHO Pa3lInIHsITa B
ctanoBuiaTa. OCBeH TOBa, KOraTo ce 0OpBIIAT KbM JIMIIaTa, OTTOBOPHHU 32 YIPABICHUETO
Ha pUCKa, T€ CIIeBa Jla TOCOYBAT MIPUUYUHUTE 32 PA3IUYUATA, BKIIOUUTEITHO BCUUKU

pasiiniuAa, CBbp3aHu C MPpUJIAraHuTe METOAUKH.
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B cneunduunms cinydait Ha pa3sMHHaBaHE B HAyYHUTE CTAHOBUILA, CBEP3aHU C
UACHTU(UIMPAHETO HA ONMACHOCTUTE OT XUMHUYHU BEIECTBA, CIIE/IBA Ja C€ YCTAHOBU HOBA
Ipolenypa, KosTo Aa JaBa Bb3MOXKHOCT 3a pa3pelllaBaHe Ha pa3IMyueTo B CTAHOBMIIATA.
CwraacHo ta3u npouenypa Komucusra cieaBa 1a Moe /1a OTIPaBs UCKaHE KbM
EBporelickara areHuus 110 XMMUKaJIM, B KAYECTBOTO 1 Ha areHuus Ha Cpro3a, KoAaTo
pasmosiara ¢ Hai-rojisiM eKCIEpTEeH OIUT U KalaluTeT B 00JIaCTTa Ha OLICHKATa Ha
OINIAaCHOCTHUTE M MMallla TOJISIM OIUT B Mpolieca Ha XapMOHU3UPaHO Kiacu(uuupane u
€TUKETHPAHE, J1a U3TOTBU IIPEUIOKEHUE 3a XapMOHU3UPAHO KJIaCU(pHULIIUpaHe U
eTuketrupane B cborBeTcTBHE ¢ Permament (EO) Ne 1272/2008 na EBponelickus
napiaMenT 1 Ha CbhBeTa®. ToBa Hie ObJIe CTHIIKA HAIIPE KbM PEATM3UPAHETO HA BU3HUATA
,»€JIHO BEIIECTBO — €J/1HA OLIEHKA** 10 OTHOLIEHUE Ha YeHAKBSIBAHETO HA OLIEHKUTE Ha
OIACHOCTHUTE OT XUMUKaIH B 1enust Chro3, KaToO ChIIEBPEMEHHO L€ [10100pH 3aluTara Ha
YOBEIIKOTO 3/[PaBE U OKOJIHATA cpeja. Ta3u Bb3MOXKHOCT ciie/Ba J1a Obje BKIIOYEHA B
pasnopendaTa OTHOCHO pa3pelIaBaHeTO Ha PAa3JInYaBalll c€ HAYYHU CTAHOBHILA B

Pernament (EO) Ne 178/2002.

Pernament (EO) Ne 1272/2008 na EBponelickus mapnameHT 1 Ha CbBeTa OT

16 nexemBpu 2008 T. OTHOCHO KJIaCH(PUIIMPAHETO, ETUKETUPAHETO M OIIAKOBAHETO Ha
BEIIIECTBA U CMECH, 32 M3MEHEHHUE U 32 OTMsHA Ha qupektuBu 67/548/EVO u 1999/45/EO u
3a u3menenue Ha Pernmament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 r., cTp. 1,
http://data.europa.eu/eli/reg/2008/1272/0j).
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(10)

3a Ja crasu 3a4bJDKEHUETO, TocoYeHO B pazaen 10.4.3. or npunoxenue [ kpm
Pernament (EC) 2017/745 na Eponeiickus napiaament u Ha ChBera’, Komucusra
npeaocTtaBu Ha HaydyHus KOMHUTET 110 3/IpaBHU, EKOJIOTUYHHU M BH3HUKBAII PUCKOBE
(HK3EBP) manaar na u3roTBM HACOKM OTHOCHO OIICHSBAHETO HA CHOTHOIIICHUETO MEKITY
MOJI3UTE U PUCKA OT HATMYHUETO HA (PTajaT, KOUTO ca KIacu(PHUIIMPaHU KATO
KaHILIEpOT€HHHU, MyTareHHU WM TOKCUYHU 3a PENpOoayKIUsaTa OT Kateropus 1A unu 1B,
WJTM KOUTO UMAT CBOMCTBA, HApYyIIaBallM (PYHKIIMATE HA EHIOKPHUHHATA CHCTEMA, 3 KOUTO
MMa Hay4YHH JIOKA3aTEeJICTBA 32 BEPOSITHU CEPHO3HH TOCIEIUITN 32 3/[pAaBETO HA YOBEKA, 1
KOUTO ca UACHTU(UIIMPAHH B ChOTBETCTBHE C MPOIIEAypaTa, IOcoUeHa B wieH 59 ot
Pernament (EO) Ne 1907/2006 na Esponeiickus napaament u Ha Creera®. HK3EBP
u3nazae te3u Hacoku npe3 2019 r. u Komucusita Bb3in0xu Ha HK3EBP na uzpbpiiu

II'bpBaTa aKTyajln3alrsd HAa TE3U HACOKHU.

Pernament (EC) 2017/745 na EBponeiickus napiament u Ha CbhBeta ot 5 anpuit 2017 . 3a
MEIUIIMHCKUTE u3/1enus, 3a usmeHenue Ha Jupexrtusa 2001/83/EO, Pernament (EO)

Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a otmsiHa Ha qupextuu 90/385/EMO u
93/42/ENO na CsBeta (OB L 117, 5.5.2017 ., c1p. 1,

ELI: http://data.europa.eu/eli/reg/2017/745/0j).

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

18 nexemBpu 2006 r. OTHOCHO PETUCTPAIUATA, OLIEHKATA, PAa3pEIIaBaHETO U
orpannuaBaneTo Ha xumukanu (REACH), 3a cp3naBane Ha EBpomneiicka areHius mo
XUMUKaIH, 32 u3MeHenue Ha Jlupektusa 1999/45/EO u 3a ormsna Ha Pernament (ENO)
Ne 793/93 na CoBera u Pernament (EO) Ne 1488/94 na Komucusra, kakto u Ha
HupextuBa 76/769/ENO na Coeeta u nupexktusu 91/155/ENO, 93/67/ENO, 93/105/EO u
2000/21/EO na Komucusta (OB L 396, 30.12.2006 ., cTp. 1,

ELI: http://data.europa.eu/eli/reg/2006/1907/0j).
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(11) 3a 12 U3'BJIHU 3aAbJKEHUETO, ocoueHo B pa3aen 10.4.4. ot npunoxenue [ kbMm
Pernament (EC) 2017/745, Komucusita cieasa Jja npe1ocTaBu Ha CbOTBETHUS HAYy4YEH
KOMMTET MaHJaT Jja U3rOTBU HACOKU OTHOCHO BEIIECTBA, Pa3JINYHU OT (TajlaTH, KOUTO ca
KJIaCU(PULIMPAHU KAaTO KAaHLIEPOT€HHU, MyTareHHU WX TOKCUYHHU 33 PEPOAYKIUATA,
kareropusi 1A win 1B, win umar cBoiicTBa, HapyIaBamy GyHKIUNATE Ha €HIOKPUHHATA
CUCTEMA, 32 KOUTO MMa Hay4YHH JIOKA3aTEJICTBA 3a BEPOSTHU CEPUO3HU IOCIEIUIM 32
3JIpaBETO HA YOBEKA U KOMTO Ca UAECHTU(PHULIHUPAHU B CbOTBETCTBHE C IPOLIEAYpaTa,

nocoueHa B wieH 59 ot Perimament (EO) Ne 1907/2006.

(12) EBporieiickara areHius no XuMHUKaad Beue Mpe10CTaBsi HAyYHU KOHCYJITAlHMU OTHOCHO
XUMAYHHTE BEIIECTBA, BKIFOYUTEITHO OTHOCHO (pTaJaTUTE, BELIeCTBATA, HAPYIIABaIIX
(GYHKIIUUTE HAa EHAOKPUHHATA CUCTEMA, U KaHIIEPOTEHUTE, MyTareHUTe U TOKCUYHUTE 32
penpoaykuusara Bemiecta ceriacHo Permament (EO) Ne 1907/2006. Hsixonko kitouoBu
KalauuTeTa Ha areHIMsITa MoraT 1a ObJ1aT U3I10JI3BaHU IOBTOPHO, BKJIFOUUTEIHO
KalaluuTeThT 3a OLEHKA Ha OIaCHOCTUTE, PUCKOBETE, EKCIIO3UILIMATA U 33 COLUATHO-
MKOHOMMYECKA OIIEHKa, pa3paboTBaHETO Ha cTaHOBUIIA OT komuTeTd U UT kamauutersT
3a KOHCYNTAIMK ChC 3aMHTEPECOBAHUTE CTPAHU U 33 Pa3NpOCTpaHeHue Ha HH(opMaIHs.
3a 1a ce naze Bb3MOKHOCT 332 CBOEBPEMEHHO OBJICII0 aKTyaTu3upane Ha HHPOopManusaTa
3a HaJIM4YMEeTO Ha (TanaTy U 3a Ja ce rapaHTHpa, uye noaxojsmara arenuus Ha Cpro3a
pa3paboTBa HOBM HACOKH 3a JIPYTH BEIIECTBA Bb3 OCHOBA HA Hall-HOBUTE HAYYHU
JI0Ka3aTescTBa, pa3pabOTBAHETO HA TE3U HACOKH CJielBa /1a ObJie Bh3JI0XKEHO Ha
EBponeiickara areHuus 1no XuMukaiu. [lpu U3roTBSIHETO M aKTyalM3UpPaHETO HAa HACOKUTE
EBporeiickara areHuus Mo XMuMUKaIM ciae/iBa 1a OCUTYPH Y4acTHETO Ha ChOTBETHUTE

CKCIICPTHU B o0OiacrtTa Ha MCIUIMHCKUTC U3CTTHA.
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(13) Karo ce umat npeBu HOBUTE KJIaCOBE HA OMACHOCT M KPUTEPHUH 3a Kiacuuuupane,
eTUKETHpPAHE U ONaKOBaHE Ha BEIIECTBATa, BbBeIeHHU ¢ [lenerupan
pernament (EC) 2023/707 na Komucusta®, B paszgen 10.4.1., 6yksa 6) ot npunoxenue |
kbM Pernament (EC) 2017/745 cnensa na ce HampaBu 030BaBaHE HA BIMSACIINTE Ha
3JIpaBETO HA YOBEKA BEIIECTBA, HApylIaBay (GyHKIMATE HA CHIOKPUHHATA CHCTEMA, OT
Karteropus 1, ¢ orjea Ha 3HAYEHUETO Ha TO3HU KJIaC Ha OMACHOCT 3a BUJOBETE BEILIECTBA B

MEIUIMHCKATE U3IETHUS.

(14) 3a 1a ce U3M0a3BaT 110 Hal-100pHs HAUMH 3HAHUATA U OIUTHT, IPUIOOUTH OT
EBporelickara areHLus 10 XUMUKAJIU Ype3 Y4aCTUETO U B IIPOLIECUTE HA HOMUHUPAHE U
olleHKa cbrilacH0 CTOKXO0JIMCKAaTa KOHBEHIUS 32 YCTOMUMBUTE OPraHUYHU 3aMbPCUTENN
(HapuuaHa Mo-HaTaThbK ,,CTOKXOJIMCKaTa KOHBeHIUA ), EBponelickara areHIus 1o
XMMMKAJIH CJIE/IBa, IPU TOMCKBAHE, J1a ChleicTBa Ha KomucusaTa npyu H3bIHEHUETO HA
3abJDKEHUETO U 1a n3MeHu npuinokenus IV u V kem Pernmament (EC) 2019/1021 Ha
Esponeiickus napnament u Ha Cheeral’. JIbpikaBuTe WIEHKH ClI€aBa 1a MOTar J1a
OIIpeJIeNIAT eKCIEepPTH, KOMTO J1a y4acTBaT B paboTHUTE rpynu Ha KomuTera 3a conuanHo-
MKOHOMHYECKHU aHaJIM3, 32 Ja Ce rapaHTHpa, Y€ TO3U KOMUTET pa3rojara ¢ He0OX0AuMus
KalauTeT ¥ PecypeH, 3a 1a GyHKIMoHupa epeKTHBHO U J]a U3/1aBa CTAHOBHUIIIE, KOTATO
TOBA C€ U3MCKBA. 3a Jja ce ylecHU (pyHKInoHupaHeTo Ha KoMuTera 3a conuanHo-
MKOHOMMYECKH aHAJIN3, KOraTo KOMUTEThT Ha3Ha4yaBa €JMH OT CBOMTE WIECHOBE 32
JOKJIaTYMK, TOBA JIMIIE WK pabOTOJAaTE AT Ha TOBA JIMIIE CIIe/Ba JIa 0JIydaBaT

BBb3HArpaKJACcHUC.

Henerupan perinament (EC) 2023/707 na Komucusita ot 19 nekemspu 2022 r. 3a u3BMeHEHHE
Ha Pernament (EO) Ne 1272/2008 1o oTHOIIEHHE HA KIIACOBETE HA OMACHOCT U Ha
KpUTEpUUTE 32 KIIacUpUIpaHe, ETUKETUpaHe U OlaKoBaHe Ha BemiecTBa U cmecu (OB

L 93,31.3.2023 r., ctp. 7, ELI: http://data.europa.eu/eli/reg_del/2023/707/0j).

Pernament (EC) 2019/1021 na EBpomnetickust mapiameHT u Ha CbBeta ot 20 rouu 2019 1.
OTHOCHO yCTOHuMBUTE opranndyau 3ambpcutenu (OB L 169, 25.6.2019 r., ctp. 45,

ELI: http://data.europa.eu/eli/reg/2019/1021/0j).

10
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(15)

(16)

C usmenenuero Ha Pernament (EC) 2019/1021, BbBeIeHO ¢ HACTOSIINS PETJIaMEHT, Ce
pasmmpsBar 3a1a4nte, pabOTHOTO HATOBAPBAHE U NIPABOMOIIUATA HA HAYYHUTE KOMUTETH
Ha EBponeiickaTta areHIus no XMMHKaJId, U no-cnenuanto Ha Komurera 3a conpaito-
MKOHOMMYECKHU aHaNIM3. 3a J1a Ce OCUTYPAT aJIeKBATHU €KCIIEPTHU MTO3HAHUS U MOAKpETIa,
3a1bJI00YEHN HAYYHU OLCHKH, KAKTO M MOJIXOMISIIN U CTAOWIHN PECYpCH, CIIEBA Ja ce
rapaHTUPAT KAMalUTEThT U YIPABICHUETO HA HAYYHUTE KOMHUTETH. 3a Ta3u I1eJl MOXKe J1a €
nenecboOpasHo Aa ce agantupa Permament (EC) 2019/1021, 3a 1a ce 0Tpa3u BCAKO
ObJeII0 Ipepas3riiexkaane Ha pa3nope1onTe, ypexaamu GyHKIMOHUPAHETO Ha
KoMuTeTUTE Ha EBponeiickarta areHius no xumukaiy. C orjien Ha TaKoBa MpepasriekaHe
Komucusra cnenBa 1a npereHn Janu € Heo0XoauMo Ja 0b/ie U3MEHEH

Pernament (EC) 2019/1021.

C men na ce U3MEHSAT HAKOM HechlecTBeHH eneMenTr Ha Permament (EC) 2019/1021, Ha
Komucwusita crneasa 1a Ob/1e eerupaHo MPaBOMOIIHMETO J1a IPHeMa aKTOBE B
cpoTBeTcTBHUE ¢ WieH 290 ot JloroBopa 3a GpyHKIMOHMpaHeTO Ha EBpONEHCKHUS ChIO3 IO
OTHOLLIEHUE HAa U3BMEHEHUETO Ha npuiioxenus [V u V, 3a na ru agantupa KbM IPOMEHUTE
B CIIMCHKA Ha BEIIECTBATa, IOMECTEH B MPUIIOKEHHUATAa KbM CTOKXOJIMCKAaTa KOHBEHIIUS
niu [Iporokorna 3a ycTOHYMBHATE OPraHUYHU 3aMbpcuTen KbM KOHBEHIMATA 32
TPAHCTPAHUYHO 3aMbPCSBAHE HA Bb3/yXa Ha JAJICUHU PA3CTOSHUSA, UJIH J1a TH aJanTHpa

KbM HAYYHHA U TCXHUUYCCKUA HAIIPECABK.
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(17) B pamkuTe Ha 3aabKeHUATA CH 32 HoKiIaaBaHe chriaacHo Permament (EC) 2019/1021
IbPKABUTE WICHKH Ca JUTHKHU J1a JOKJIaaBaT HHPOpMAIIHs 32 HATMYHETO B OKOTHATA
cpela Ha BellecTBaTa, U30poeHu B 4acT A ot npuioxenue Il kbM nocoueHus perjiameHr,
Ha EBponeiickara areHius no xumukanu. HacepuaBa ce u3nona3BaHeTo Ha
nH(popManroHHaTa rmiargopma 3a MOHUTOPUHT Ha BB3JCHCTBHETO HA XUMUKAIUTE
(IPCHEM) kato cpeacTBo, KOETO II03BOJISIBA HA AbP>KABUTE WICHKH J1a U3I'bJIHSABAT
3aIbJDKEHUSATA CU 32 JOKJIA/IBaHE Ha IaHHM 32 TAKOBA HAJIMYKME HA XMMUKAJIHU, KaKTO U J1a
ONPOCTAT U OTpaHUYaT 3aAbJDKEHUATA CU 3a ToKIaaBaHe. Korato qbppkaBUTe YICHKU
npenoctassaT nanuu upe3 [IPCHEM, Beue He € He0OX0aMMO J1a JOKIaABaT T€3U JaHHU Ha
EBporeiickara areHius no XuMHUKaiad, Thi KaTo ATEHIMATA 11I€ MOKE J1a T U3BJIMYA OT

miaTdopmara.
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(18)

(19)

C mpepasrnexxnanero Ha JJupextusa (EC) 2020/2184 na EBponelickus nmapiaMeHT U Ha
Coaera!! or gbprkaBuTe wieHKH ce M3ucKBa aa cnopenst ¢ EAOC Bcuuky naHHU 32
HaJIMYMETO Ha XMMHUKAIIM BbB BOJIaTa M 32 MOHUTOPUHTA HAa TAKOBA HAJIMYKME HA XUMHKAIIH.
OcBeH TOBa OT AbPKABUTE YJIECHKHU Beue ce U3MCKBa J1a nokiaaaT Ha EAOC nanHu ot
MOHMTOPHHIA 32 HAINYUETO HA YCTOWYMBYU OoprannyHu 3ambpcutenu (YO3) BbB Bb3ayxa
CBIJIACHO 3aKOHO1aTeICTBOTO Ha ChI03a B 00JIACTTa HA KAYECTBOTO HA Bh3/IyXa.
Pernament (EC) 2025/... na EBponeiickus napnamenT u Ha Cbeera!?” n3ucksa or EAOC
Jla CbXpaHsBa BCUUKHU JaHHU, CBbP3aHU C HANM4MeTo Ha XuMukainu. CinenosarenHo EAOC
TpsiOBa Ma chOMpPa U ChbXpaHsIBa BCHUKH JJAHHU 32 HAUTMIUETO HA XUMUKAJIH, IPEIOCTABIHU
u cexpansBanu B IPCHEM ot Komucusita. [Topaau ToBa € He0OXOIMMO J1a C€ OTIPOCTST
3aJIbJDKEHUSTA 32 I0KJIa/IBaHE HA AbP)KaBUTE WICHKH, 3a JIa CE TapaHTUpPa, Y€ KoraTto
unpopmanuara Beue e 6una npenocrabena Ha EAOC Ha 1oOpoBoIHA OCHOBA WIIH
CBIJIACHO 3aIBJDKEHUS 110 JPYTH 3aKOHOAATEIHU akToBe Ha Chio3a B 00J1acTTa Ha
OKOJIHATA cpefia, CAeBa Jia Ce CUMTA, Y€ IbPKABUTE WICHKH Ca M3ITBIHIIN 3aIbJIKECHUSATA

cu 3a nokiaaBaHe cbpriaacHo Permament (EC) 2019/1021.

[Topanu ToBa Pernament (EO) Ne 178/2002, Pernament (EO) Ne 401/2009,
Permament (EC) 2017/745 n Pernament (EC) 2019/1021 cnensa na 6b1aT CHOTBETHO

H3MEHCHH,

I[MPUEXA HACTOAIMA PETJTAMEHT:

11

12

Hupextusa (EC) 2020/2184 na EBponeiickus napiaameHT 1 Ha CbBeTa OT

16 nexemBpu 2020 r. OTHOCHO Ka4e€CTBOTO Ha BOJATa, MPEHAa3HAYEHA 3a KOHCYMAIIUS OT
yoBeka (OB L 435, 23.12.2020 r., ctp. 1, ELIL: http://data.europa.eu/eli/dir/2020/2184/0j).
Pernament (EC) 2025/... na EBponeiickus napnameHT 1 Ha CbBeTa 3a ch3aBaHe Ha o0mia
ratgopma 3a JaHHU OTHOCHO XMMMKAJIUTE, 32 ONpPEe/eNsiHe Ha IPaBuiIa, C KOUTO J1a ce
rapaHTupa, 4e JaHHUTE, ChABPIKALIH CE B Hesl, ca JIECHU 3a HAMHUpaHE, TOCTHITHH,
OIEPAaTUBHO CHbBMECTUMH U TOJHU 32 IIOBTOPHO M3MOJI3BaHE, U 32 YCTAHOBSIBAaHE HA paMKa
3a MOHUTOPHHT U MEPCIEKTUBU BbB Bpb3ka ¢ xumukanute (OB L, ..., ELIL: ...).

OB: Mo, BbBE/IETE B TEKCTAa HOMEpA Ha PErJIaMeHTa, ChIbpiKalll C€ B IOKyMEHT

PE 24/25 (2023/0453(COD)), u nombiiHeTe CHOTBETHATA OEIeKKa MO JINHUS.
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Ynen 1
Hzmenenus na Pecnamenm (EO) Ne 178/2002

Pernament (EO) Ne 178/2002 ce u3meHs, KakTo Clie/Ba:
1) B unen 23 ce nobaBs cineqnarta OykBa:

»M) Jla CH CbTPYJHHUYHU C KOMIIETEHTHUTE OpraHu Ha JbpPKABUTE YIEHKH, KOUTO
M3IBJIHABAT 3aJ1a4M, CXOJHHU C T€3U HAa OPTraHa, U C IPYTH HAYYHU UHCTUTYLIMH,
Ch3IA/ICHU B CBOTBETCTBUE C ITPaBoTO Ha Cbhr0o3a, U No-crienuanHo EBponelickara
areHuus 1o xumukanu, EBpornelickara areHuus 1o jgekapcrsara u Esponeiickara
arcHIMs 32 OKOJIHA CPea, 10 OTHOLIECHHWE Ha OCUTYPSIBAHETO HAa CbOTBETHU HAy4YHU
CTaHOBHIIA, [T0 OTHOIIEHUE Ha OOMEHa Ha JaHHU ¥ MH(OPMAIHSI, BKITFOYUTEIHO I10
OTHOILICHHE Ha MOTEHIIMAITHOTO Ch3/JaBaHe Ha CBBP3aHHU C TAX (OpPMATH HA JaHHUTE
Y KOHTPOJIMPAHU PEYHMLIM C LeJ1 YIECHABAHE Ha TaKbB OOMEH, KaKTO U 110

OTHOIIIEHHE Ha pa3pad0TBaHETO Ha HAYYHU METOAMKH 3a OLIEHKAaTa Ha XUMHUKAaJIHU.
2) B unien 27, maparpad 4 OykBa 0) ce 3aMeHs ChC CIICTHOTO:

,0) B IpensuaeHuTe B wieH 30, maparpad 2 o6CTOATENCTBA, KOTaTO OPraHbT U 1aJeH

HAIIMOHAJICH OpraH Ca 3aABbJIKCHU Ia CU C’Lpr,Z[HI/I‘IaT;“
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3) Unen 30 ce 3amMeHs ChC CIETHOTO:

,, Qen 30

Paznuqus 6 HayyHume cmarosuuia

1. OpranbT npeanpuemMa HeoOXOIUMHU 1 TTOAXOASIIN MEPKH 3a ITPOCTIEAsIBaHe U
YCTaHOBSIBAHE HA PaHEH €Tal Ha BCEKU MOTEHIMAJICH U3TOYHUK Ha PA3IUUUsI MEXKY
HErOBUTE HAyYHU CTAHOBHUIIA U HAYYHUTE CTAHOBUIIA HA JIPYTU UHCTUTYIUH,

U3ITBJIHABAIIM CXOAHH 3aaa4u.

2. Koraro opransT ycTaHOBH MOTEHUUAJIEH U3TOYHUK HA Pa3audus 0 HAYYHHU BBIIPOCU
WM B HAYYHUTE CTAHOBUIIA, KAKTO € TIOCOYCHO B maparpad 1, Toi BIM3a BB Bph3Ka
C Ipyrara MHCTUTYLMS, 3a J1a C€ TApaHTHpa CIOJAEIISIHETO Ha Is1aTa OTHOCUMA
Hay4YHa WJIM TEXHUYeCKa HHPOPMAIUS U J1a C€ YCTAHOBAT MOTECHIUATHO CIIOPHU

HAayYYHHU WA TEXHUYCCKH BBIIPOCHU.

OpFaH’I)T " JApyrata MHCTUTYLUA CU CbTPYAHHUYAT 34 pasp€uiaBaHC Ha BCUYKHU pa3In4vusd,
KaTo B3€MarT MpeaABua LCjiTa 3a BUCOKO HMBO Ha 3alldTa Ha 3I[paB€TO U OKOJIHATA
cpeaa. Axo OpTraHbT U Apyrara HHCTUTYIHA HE Ca B CbCTOSAHUC [1d pa3peliaTt
pasjinuuAaTa, TC U3roTBAT CbBMECTCH NOKJIA/. B AOKJIaZia ACHO C€ o4YepTaBaT
CIIOPHUTC HAYYHHU UJIN TEXHUYCCKHU BBIIPOCH, ITOCOYBA CC BCAKA CbOTBCTHA
HCCUTYPHOCT B JAHHUTC U CC NPECACTABAT OCHOBHUTEC IIPUYMHHU 3a pa3jinvuusaATa B
CTaHOBHUIIATa, BKIIFOYUTCIITHO HPUINHUTE, CBbP3aHU C MPUJIAraHuTe METOAUKH.

Z[OKJ'I@.,I[’LT CC MPEAOCTABA Ha O6H.I€CTBCHOCTT8..

Koraro Apyrata MHCTUTYLUA € ar€HIUA UM HAaYyYCH KOMUTECT Ha C’bIO3a, OpraHbT

NpeaACTaBda ChbIIO TaKa CbBMCCTHUAT JOKJIaJd Ha Komucwusra.
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Koraro € ymMecTHO u Korato pa3jaM4uero ce€ OTHACA 0 IPOTUBOPEUMBU HAYUHU
CTaHOBHIIA HA OpraHa U Ha Apyr oprad Ha Cp03a OTHOCHO TOBA Jajld BELIECTBOTO
YIOBJIETBOPSIBA KPUTEPUUTE, TIpeABUACHH B ipriiokeHue I kbm Pernmament (EO)
Ne 1272/2008 na EBponeiickust mapiaament u Ha CpBera’, Komucusita Mmoske 1a
n3ucka ot EBporneiickaTa areHIus o XUMUKaIU A3 U3TOTBH NIPEAJIOKEHUE 3a
XapMOHHU3UPAHOTO KJIACU(PHUIMPAHE U €TUKETUPAHE HA BEIIECTBOTO, U KOTATO €
YMECTHO, 3a CIeHU(PUYHN TPEISTHU KOHIEHTPALUU, MYITUILTUKAMOHHH
koedureHTH (,,M-KOehUIIMEHTH ) WK OIIEHKH Ha OCTPa TOKCUYHOCT, WIIH
MPEUIOKEHHE 3a MPEepas3riIeKIaHeTo Ha TOBa KJIaCU(pHUIMPaHe U €TUKETUPAHEe, U
KOTaTO € YMECTHO, Ha TE€3H MPEJeHU KOHIICHTPAIUU, KOS(HUITUEHTH HITH OIICHKH B
CBHOTBETCTBUE C MpolieaypaTa, npeasuaeHa B uieH 37 ot Pernament (EO)

Ne 1272/2008. OpransT u Apyrara HHCTUTYLUS Ha Cbl03a CH ChTPYIHHYAT C

EBpOHGﬁCKaTa arcHuus 1o XMMUKaJIu Py U3TrOTBAHCTO HA TOBA MPCAJIOKCHUC.

Pernament (EO) Ne 1272/2008 na EBpornelickus napnameHT u Ha CbBeTa OT

16 nexemBpu 2008 T. OTHOCHO KJIaCH(PHUIIMPAHETO, ETUKETUPAHETO M OIIAKOBAHETO HA
BEILIECTBA U CMECH, 32 M3MCHCHHE U 32 OTMsHA Ha TupekTuBH 67/548/EVO n
1999/45/EO u 3a uzamenenue Ha Permament (EO) Ne 1907/2006 (OB L 353,
31.12.2008 r., ctp. 1, ELI: http://data.europa.eu/eli/reg/2008/1272/0j).%.
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Ynen 2
Usmenenus na Pecnamenm (EO) Ne 401/2009

Pernament (EO) Ne 401/2009 ce u3meHs, KakTo clieaBa:
1) B unen 2 ce nob6aBs ciiennara Oyksa:

,»1I) Ja pa3paboTBa METOAMKH 32 OLIEHKA 10 OTHOILCHUE Ha XUMHKAJIUTE B 001aCTUTE,

oIajaiy B 00xBara Ha HEWHMASA MaHaaT.
2) Yien 15 ce u3MeHs, KakTo CJIeBa:
a) maparpad 1 ce 3aMeHS ChC CIICTHOTO:

»l. ATEHIMATa aKTUBHO ThPCU ChTPYIHUUECTBOTO HAa Komucusra, npyru
MHCTUTYIMH U Tiporpamu Ha Chio3a, U no-crernuaiio ChbBMECTHUS
U3CIIeI0BaTeNCKH eHThp, Cratuctudeckara cinyx6a Ha Crro3a (EBpocrar),
EBporneiickara arenius no xumukanu, EBpornelickus oprat 3a 6€30macHoCT Ha
xpanuTte, EBponelickara areHius o JekapcrBaTta u nporpamure Ha Cpro3a 3a

HAay4YHU HU3CJICABAHUA U Pa3BUTHC B o01acTTa Ha OKOJIHATA cpeaa.

C’pry)IHI/I‘-IeCTBOTO c¢bc CbBMECTHHS H3CJICAOBATCIICKHU LICHTHP BKIIKOYBA I10-

CIICHUAIHO 3aJaYUTEC, OIIPECACIICHU B IIPUIOKCHUC I, gacT A.

CwrpyanunuectBoTo ¢ EBpocrar u craructudeckara nporpama Ha Cbro3a ce
OCBUIECTBSIBA MO-CHEIUAIHO B CbOTBETCTBHE C HACOKUTE, U3JI0KEHU B

npunoxenue I, gact b.
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CrrpyanuuectBoTo ¢ EBponeiickaTta areHIus o XUMUKaiu, EBponeiickus opras 3a
0e30macHOCT Ha XpaHuTe U EBporielickaTta areHuus 1o jJeKapcTBaTa €
CBBP3aHO ¢ OOMEHA Ha JaHHU U UH(OPMAIHs 32 XMMUKAJIUTE, BKIFOUUTETHO
BB3MOKHOTO Ch3/JaBaHE HAa CBBP3AHU C TAX (pOpMaTH Ha JaHHUTE U
KOHTPOJIMPAHHU PEUHUIIM C 11T YJIECHSIBaHE HA TAKbB 0OMEH, KaKTO U C

pa3pabOTBaHETO HA HAYYHU METOJIMKH 32 OLICHKATa HAa XMMHUKAJIH. ;
0) maparpad 4 ce 3aMeHs ChC CICTHOTO:

»4.  ChTpyaHHUYECTBOTO, TOCOYCHO B naparpadu 1, 2 u 3, oruuta, Hapen ¢
JIpyroTo, He0OXOAMMOCTTA OT MOBHUINIABAHE HA CHIIIACYBAHOCTTA U MOJIC3HUTE

B3aMIMOJICHCTBYS M OT H30SIrBaHe Ha TyOJUPAHETO HA YCHIIUS. .
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Ynen 3
Hzmenenus na Pecnamenm (EC) 2017/745

[Tpunoxenue I koM Pernament (EC) 2017/745 ce u3mens1, KakTo cieaBa:

1) B pasznen 10.4.1. 6ykBa 0) ce 3aMeHs ChC CIICTHOTO:

,0)

BEIECTBa, KOUTO ca KIACU(UIIMPAHN KAaTO BIUSCIIN HA 3/IPaBETO HA YOBEKA, KaTo
HapymiaBat QyHKIMHUTE HA CHIOKPHUHHATA CHCTEMa, M KOWTO TOMaar B kKareropus 1
cwraacHo npuiokerue VI, gact 3 ot Permament (EO) Ne 1272/2008 na
EBponeiickus napnamenT u Ha ChBeTa’, M BEIIECTBA ChC CBOMCTBA, KOMTO
HapymiaBat QyHKIIMATE HA CHIOKPHUHHATA CUCTEMA, 32 KOUTO NMa HAydHHU
JI0Ka3aTeJICTBA 32 BEPOATHU CEPUO3HU MOCIEANIIM 3a 3/IpaBETO HA YOBEKA U KOUTO ca
UICHTU(QUIMPAHU CHIVIACHO Mporenypata no wieH 59 ot Pernament (EO)

Ne 1907/2006 na EBponeiickus mapnamenT i Ha ChbBeTa' , MM BEIIECTBA ChC
CBOWCTBA, KOUTO HapyIIaBaT (PyHKIMHUTE HA CHIOKPHHHATA CUCTEMA, KOUTO BIUSAT
Ha 3]JpaBETO HA YOBCKA M ca UACHTHU(DHUIIMPAHU B CHOTBETCTBHE C

Pernament (EC) Ne 528/2012 na EBponeiickus nmapnamenT u Ha CpBeTa’ .
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ok

Permament (EO) Ne 1272/2008 na EBpornetickust napiameHT u Ha CbBeTa OT

16 nexemBpu 2008 T. OTHOCHO KJIaCH(PUITUPAHETO, ETUKETUPAHETO M OIMTAKOBAHETO HA
BEIIECTBAa U CMECH, 3a I3MEHEHHE U 32 OTMsIHA Ha aupekTtuBu 67/548/ENO n
1999/45/EO u 3a uamenenue Ha Pernament (EO) Ne 1907/2006 (OB L 353,
31.12.2008 r., ctp. 1, ELI: http://data.europa.eu/eli/reg/2008/1272/0j).

Pernament (EO) Ne 1907/2006 na EBponeiickust mapiameHT u Ha ChBeTa OT

18 nexemBpu 2006 T. OTHOCHO pErvCTpaLUsTa, OLEHKATA, pa3peIIaBaHeTO U
orpannvaBaneTo Ha xumukanu (REACH), 3a cp31aBane Ha EBpornielicka areHmus mo
XUMUKaJH, 32 u3MeHenue Ha J{upextusa 1999/45/EO u 3a oTMsiHa Ha

Pernament (EMO) Ne 793/93 na CuBera u Pernmament (EO) Ne 1488/94 na
Komucusra, kakto u Ha J{upektusa 76/769/EMO na ChBeTa U TUPEKTUBU
91/155/EM0, 93/67/ENO, 93/105/EO u 2000/21/EO na Komucusta (OB L 396,
30.12.2006 r., ctp. 1, ELI: http://data.europa.eu/eli/reg/2006/1907/0j).

Pernament (EC) Ne 528/2012 na EBponeiickus napaameHT u Ha CbBeTa OT

22 mait 2012 1. OTHOCHO TIPEIOCTABSIHETO Ha Ma3apa u ynorpedara Ha ouornumu (OB
L 167,27.6.2012 r., ctp. 1, ELI: http://data.europa.eu/eli/reg/2012/528/0j).*

2) B paznen 10.4.2. GykBa r) ce 3aMeHS CbC CIEIHOTO:
,»[)  KOraTo € MpUJIOKUMO M UMa TaKKUBa, OCJIEIHUTE CbOTBETHU HACOKHU CHITIACHO
pazgenu 10.4.3. 1 10.4.4.%
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3)

4)

B paznen 10.4.3. ce 3aMeHs CbC CIEAHOTO:
,10.4.3.  Hacoku otHOCHO (pranarure

Koraro cuere ToBa 32 11e1ech00pa3HO Bb3 OCHOBA Ha Hall-HOBUTE HayYHU J0Ka3aTeJICTBa,
HO Hali-MaJIKo Ha Bceku neT roaunu, Komucusra nzucksa ot EBponeiickara areHIus mno
xumukanu (ECHA) na u3rorss U akTyajin3upa HaCOKMTE OTHOCHO OLICHSIBAHETO Ha
CBHOTHOIICHUETO MEXKAY MOI3UTE U PUCKA OT HAJTMYUETO HA (TaJIaTH, KOUTO CIaAaT KbM
KOSITO U JIa € OT TPYNHTE BEIIECTBA, MOCOYCHHU B OykBU a) U 0) oT pazaen 10.4.1. [1pu
OLICHSBAHETO HAa ChOTHOIICHUETO MEXIY I0JI3aTa U pUCKa ce B3eMaT MpeaBU
MpeJHa3HAUYCHHETO U KOHTEKCTHT Ha M3IOJI3BAaHE Ha U3/I€THETO, KAKTO U BCUYKH HATUYHU

AITCPHATHBHU BCIICCTBA U AJITCPHATUBHUTE MATCpUaAJIU, IIPOCKTU HUJIN JICUHCHUS.

Koraro e nenecro6pasno miu koraro Komucusira ornpasu takoBa uckane, ECHA
npoBexaa koncynranuu ¢ Komurera 3a onienka Ha pucka u Komutera 3a couuaito-

UKOHOMHUYECKHU aHau3.*
Pasnen 10.4.4. ce 3aMeHs CBC CIIEAHOTO:

,»10.4.4.  Hacoku otHocHO apyru CMR BemiecTBa u BeliecTBa, HapyliaBau

q)YHKI_II/II/ITe Ha CHAOKpHHHATa CUCTEMa

B nonbiaHenue kbM HacokuTe cbriiacHo pasaen 10.4.3. Komucusra oTnpass nCKaHe KbM
ECHA na u3rotBu TakuBa HaCOKH 3a IPYTUTE BEIIECTBA, TOCOUYEHU B OYKBH a) U 0) OT
paznen 10.4.1., koraro e 1enecbo00pa3Ho. Te3u HACOKH Ce U3TOTBSIT B ChOTBETCTBHE C

mpoueca, onucas B paszzen 10.4.3. .

PE-CONS 26/1/25 REV 1 21

BG



Ynen 4
Uzmenenus na Pecnamenm (EC) 2019/1021

Pernament (EC) 2019/1021 ce u3MeHs, KakTo cieiBa:
1) YieH 8 ce U3MEHS KaKTO CJIEIBA:
a) Bmaparpa¢ 1 ce nobGass cienaHara OykBa:

,»1) 10 uckane Ha KoMucusTa, u3roTss U MpeAcTaBs JOKJIAl B pAMKUTE Ha
12 mecena ciex OTIPaBIHETO HA UCKAHETO OTHOCHO BB3/IECTBUETO BBPXY
3IpaBETO HA YOBEKA U OKOJIHATA CPEAAa U OTHOCHO COLIMAITHO-UKOHOMHUYECKOTO
BB3JCHCTBUE OT BbBEXKIAHETO WJIM BHACSHETO HA U3MEHEHHS B CTOMHOCTUTE Ha
MaKCHMAQJIHO JIOITYCTUMHTE KOHLIEHTPAIMH, IIOCOYEHU B Mpuiioxkenue [V

uinm V.*
0) BMBKBa Ce CIICTHUAT maparpad:
»la. JloknanbT, mocodeH B naparpad 1, OykBa u), cbabprka cieqHara HHGOpMaLns:

a)  uH(popmanus 3a Bb3AEHCTBUETO HA OTNATBLNTE, ChCTOSIIHN ce 0T YO33,
ChIbpKALIY UM 3aMbpceHu ¢ Y O3, BbpXY 3/IpaBeTo Ha YOBEKA U
OKOJIHATa Cpejia, BKIIOUUTENHO Bh3/IeHCTBUETO BbpPXY YIPABICHUETO Ha

OTHAABIINTE;

06) uH(popmanus 3a KOHLIEHTpaUKUKUTe U MacoBus AeOuT Ha YO3 B
CHOTBETHHUTE MOTOIM OT OTMA BN, KAKTO U 32 TPETUPAHETO Ha

OTHAABLUUTEC U KAIlAlITUTCTA 3a TPETUPAHEC,
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B) aHaJIN3 Ha BB3JECHCTBUETO HA PA3JIMYHUTE PA3TJICKIaHU CTOMHOCTH Ha

MaKCUMAaJIHO JOIIYCTUMHUTEC KOHIICHTPpAUWU IIPU U3TOTBAHCTO HA JJOKJIAaJa,

F) MOTHUBHPAHO IPEIIOKCHUE 3a CTOMHOCTHUTE Ha MaKCHUMAaJIHO
JOIMYCTHUMHUTC KOHIICHTPAlIUH, KOUTO J1a 6’b,I[aT BBBCJICHU B

npuioxkenue [V, u no nenecr00pa3HoCT, B IpHIokKeHue V.

Bennara mom noiy4yu HCKaHETO, MOCOYEHO B naparpad 1, Oyksa u),
AreHnusTa myoJIMKyBa Ha CBOSI yeOCalT U3BECTHUE, Y€ IIe Ob/Ie U3TOTBEH
JIOKJIaJl OTHOCHO €BEHTYAJIHO U3MEHEHUE Ha npuioxeHue [V unu V. B
M3BECTUETO CE MPUKAHBAT CHIIIO BCUYKU 3aUHTEPECOBAHU CTPAHU,
BKJIFOYUTEIIHO OTIEPATOPUTE, U3BBPIIBAIIM JICHHOCTHU IO YIIpaBJICHUE HA
OTHAIBIIUTE, U MOJI3BATEIIUTE HA PEIIMKIMPAHA MATEPUAJIHU A MPEICTaBAT
KOMEHTapy B PAMKHUTE Ha 8 CeAMUIIN. ATSHIIUATA MyOIMKyBa T€3U KOMEHTapH

Ha CBOSI yeOCaiT.

He mo-xbCHO OT AeBET Mecena cie/] MPeACTaBIHEeTO Ha JIOKJIA/1a, TOCOYEH B
naparpa¢ 1, OykBa 1) oT HacTosIuUS WieH, KOMUTETHT 3a COIMAIHO-
MKOHOMUYECKH aHAJIN3 Ha ATCHIUATA, Ch3/aJeH ChITIACHO WieH 70,

naparpad 1, Oykxsa r) ot Pernament (EO) Ne 1907/2006, cneasa na npueme
CTaHOBHIIIE OTHOCHO JOKJIaJla U OTHOCHO MPEUIOKEHNUTE B HETO CTOMHOCTH Ha
MaKCHMAaJIHO JAOMYCTUMUTE KOHIEHTpAlluu. 3a Ta3u 1ei wieH 87 ot PernmameHt

(EO) Ne 1907/2006 ce mpunara mutatis mutandis.

CJ'ICI[ TOBa AFCHHI/IHTa mpeacTaBs He3abaBHO Ha Kommcusta JOKIaaa u
cranoBumieTo Ha KoMuTeTa 3a COIUanHO-HKOHOMHYSCKH aHaIU3 OTHOCHO

CTOMHOCTHUTE HA MAKCUMAJIHO JOMYCTUMHUTE KOHUEHTPALIMH.
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2) B unen 13 nmaparpad 2 ce 3aMeHs CbC CIEAHOTO:

,»2. Koraro nagena appikaBa wieHKa criozens nHpopMausaTa, ynomMmenata B naparpad 1,
OykBa 1), ¢ EBponeiickara arenius 3a okoiaHata cpeaa (EAOC), ToBa ce mocoysa ot
IbpKaBaTa WICHKa B JIOKJIaJ(a U Ce MPUEMa, Ye 110 TO3U HAYMH TS € H3IThIHUAIIA

3aABJDKCHUCTO CH 3a AOKJIaJABAaHC 110 CMUCHJIAa HAa HACTOAII A Haparpa(p.

Koraro nndopmarusita, mocoyena B nmaparpad 1, Oyksa 1), ce Cbabpika B JOKIIAJA,
U3MpaTeH Ha ATeHIUsTa OT JaJieHa AbprKaBa YWieHKa, AreHIUsATa IpeaaBa
nndopmanusra Ha EAOC 3a 06001aBane, CbXpaHsBaHE U CIIOJIEISHE Ha Ta3u

nHpopManus.
3) B unen 15 maparpad 2 ce 3aMeHs CbC CICAHOTO:

»2. Ha Komucusra ce npeaoctaBs mpaBOMOIIMETO Ja IIpueMa JieJIeTupaHy aKTOBE B
ChOTBETCTBHUE ¢ WwieH 18, 3a na u3amens npunioxenus [V u V ¢ nen ga ru anantupa
KbM IIPOMEHUTE B CIIUCHKA Ha BEIIECTBATA, OMeCTeH B npuiioxenus I, 11 nnm 111,
WJIY J1a BHACS IPOMEHH B ChIIECTBYBAILM BIIUCBAaHUS B Ipuiiokenud [V u V ¢ uen ga
T'U aIalTHPa KbM HAYYHHUS U TEXHUYECKUS HAIIPEIbK, BKIFOUUTEIHO PA3BUTHETO HA
TEXHOJIOTUUTE 3a TPETHpaHe U 00e33apa3sBaHe Ha OTHNAAbLIY WIM HOBA HAYYHA
nH(pOpMaIUsi OTHOCHO BB3ACHCTBUETO BBPXY 37PABETO U BHPXY OKOJIHATA CpPEa,

CBBP3aHO C HAJTMYMETO Ha AAJEHO BEIECTBO B OTHABIUTE.
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4)

Unen 18 ce u3MeHs, KaKTO CIICABA:

a)

6)

I'BPBOTO U3pEYeHHE Ha maparpad 2 ce 3aMeHs CbC CISTHOTO:

,,] [paBOMOIIIMETO J1a MpueMa JieJerupaH akToBe, IOCOUYEHO B ujieH 4, maparpad 3,
yien 10, maparpad 2 u wien 15, ce nmpenocrass Ha Komucusra 3a cpok OT HeT
TOJIMHU, CYUTAHO OT ... [JJaTaTa HA BIIM3aHE B CHJIa HA HACTOALLMS aKT 3a

u3MeHeHue|.;
I'BPBOTO M3pEUYCHUE Ha maparpad 3 ce 3aMeHs ChC CIEIHOTO:

,»JlCJIETUPAHETO Ha MPABOMOIIIHSI, [TOCOYCHO B WieH 4, maparpad 3, wieH 10,
naparpad 2 u wien 15, Moxe 1a Ob/1€ OTTETICEHO 0 BCSKO BpeMe oT EBponerickust

napysameHT uiu ot CbBera.*;
naparpadg 6 ce 3aMeHs ChC CIETHOTO:

»JleJIeTUpaH aKkT, IPHET ChIVIACHO WieH 4, maparpad 3, wied 10, maparpad 2 uinu
wiieH 15, Biu3a B cujia €IMHCTBEHO ako HUTO EBponeiicKkusiT napaaMeHT, HUTO
CbBeThT HE ca NPECTABIIN Bb3paXKEHUS B CPOK OT JIBa Mecela cliell
HOTH(HIMPAHETO Ha ChIUs akT Ha EBpomnelickus mapiaMeHT 1 ChBETa MU aKO
IIpeId U3TUYAHETO Ha TO3U CPOK M EBponeickusaT napinameHt, 1 CbBETHT ca
yBeaoMuian Komucusira, ue HAMa /1a pecTaBAT Bb3paxeHus. [locoueHusT cpok
MOJKE Jla C€ YIBJIKU C JIBa Mecela Mo MHUIMaThBa Ha EBponeiickus napiaMeHT uin

Ha CpBera.”
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5) Jlo0OaBs ce CICTHUAT YJICH:

L, Ynen 216

IIpepasenescoane

Karo B3eMa Hajne)xHO IpeIBU/] BCHUKH IPOMEHHU B HOpMaTUBHATA ype10a OTHOCHO
CTaTyTa Ha PECYpCUTE U yNPABICHUETO HA HAYYHUTE KOMUTETH Ha EBponeiickara areHius
o xumukanu, Komucusra HabIr0aBa CUTyalusITa BbB BPh3Ka ChC 33Aa4nTe, paOOTHOTO
HaTOBapBaHE U MPABOMOIIUATA HA HAYYHUTE KOMUTETH, U aKO € 1eecho0pa3Ho,
MPEACTaBS 3aKOHOJIATEIHO MPEUIOKEHUE 32 ChOTBETHO U3MEHEHUE Ha HACTOALLUSA

periameHr.;
6) B npunoxenue IV, tabnuua 1 ce u3MeHs, KakTo cieasa:
a)  Hapen 4 TEKCTHT B YETBBPTATA KOJIOHA CE 3aMEHS ChC CIEIHOTO:
»1 500 mg/kg

Jo 30 nexemBpu 2027 r. Komucusra npepasriexia Ta3d MaKCUMaJIHO JOIyCTHMa
KOHLIEHTPALUs, U aKo € [eJIecho0pa3Ho, IpreMa JeJIeTUPaH akT B ChOTBETCTBHE C

ynieH 15, maparpad 2 3a HamaysiBaHe Ha Ta3u CTOMHOCT.*;
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6)

Ha peq 11 TeKCThT B 4eTBbpTAaTa KOJIOHA CE 3aMEHS ChC CIEIHOTO:

5 ng/kg (%)

o 30 nekemBpu 2027 r. Komucusara npepasmiexaa Ta3u MakCUMaIHO JOMyCTUMA
KOHIIEHTpALUs, ¥ aKo € 1eJIeCh0o0pa3Ho, IpUeMa JelierupaH akT B CbOTBETCTBUE C

ynied 15, maparpad 2 3a HamaysiBaHe HA Ta3u CTOMHOCT. ;
Ha pel 26 TEeKCThT B YETBbPTATA KOJIOHA CE 3aMEHS ChC CIEIHOTO:
,»200 mg/kg

J1o 30 nekemBpu 2027 r. Komucusara npepasriex/ia Ta3u MAaKCUMaIHO TOyCTUMA
KOHIICHTpAIIUs, U aKO € I[eJIeChOOpa3Ho, MpUeMa JIeJeTUpaH akT B CbOTBETCTBHE C
uiieH 15, maparpad 2 3a HamansBaHE HAa Ta3W CTOMHOCT JIO HE IMOBEYE OT

<,
200 mg/kg.;
Ha pe 29 TeKCTHT B UETBHPTATA KOJIOHA CE€ 3aMEHS ChC CIICHOTO:

,»1 mg/kg
(PFOA wu neilinute comnn),
40 mg/kg

(cyma ot cBbp3anu ¢ PFOA creannenust)

Jo 30 nexemBpu 2027 r. Komucusra npepasriexia Ta3u MaKCUMaJTHO JOIyCTHMa
KOHILIEHTPALUs, U aKo € IeJIecho0pa3Ho, MpueMa JeJIeTHPaH akT B ChOTBETCTBHE C

uiieH 15, maparpag 2 3a HamasBaHE Ha Ta3u CTOMHOCT.;
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n)  Hapen 30 TEKCTHT B UETBBPTATA KOJIOHA CE 3aMEHS ChC CIETHOTO:

,»1 mg/kg

(PFHXS u HeliHUTE COMH),

40 mg/kg

(cyma ot cBbp3anu ¢ PFHXS cbenunenus)

Jlo 30 nexemBpu 2027 r. Komucusra npepasriexia Ta3d MaKCUMaJIHO JOIyCTUMa
KOHLIEHTPALUS, U aKO € [eJIechoOpa3Ho, IpreMa JeJIeTUPaH akT B ChOTBETCTBHE C

yieH 15, maparpad 2 3a HamalIIBaHE Ha Ta3u CTOMHOCT. .
Ynen 5
Bruzane 6 cuna

Hacrosmusar PETIIaMCHT BJIM3a B CUJId HAa ABAACCCTHUA ACH CJIICO HY6HI/IKYB3HCTO MYy B OcﬁuuuaﬂeH

6ECMHUK HA E6p0n€l/7€K1/lﬂ Cbl03.

HaCTOﬂHII/ISIT PErIaMCHT € 3aABJDKUTCIICH B CBOATA LAJIOCT U CC ITpUjiara NpsAKO BbB BCUYKHU

ABPIKABU YJICHKH.

CncraBeno B CtpacOypr Ha

3a Esponetickus napiamenm 3a Cveema
IIpeoceoamen IIpeoceoamen
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