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PETTIAMEHT (EC) 2025/2455 HA EBPOIEVICKUS TTAPJIAMEHT U HA CBBETA
ot 26 HoemBpu 2025 ropuHa

3a Cb31aBaHe Ha 06]1[3 l'lJ'[aT(l)OpMa 3d JaHH! OTHOCHO XUMMKAJIUTE, 3a ONperesiie Ha NpaBuia, ¢ KOUTO Jda
Ceé rapanTupa, ue DaHHUTE, ChIbP2KallIM C€ B Hes, Ca JIECHU 3a HaMMpaHe, TOCTbIIHY, ONEPATUBHO
CbBMECTVIMM U TOJTHM 3a NMOBTOPHO M3MOJI3BaHE, U 33 YCTAHOBSIBAHE HA paMKa 3a MOHUTOPUHI
U NepCneKTUBY BbB BPb3Ka C XMMMKAIINTE

(Tekcr or 3Hauenme 3a EVII)

EBPOTIEVICKVAT MAPITAMEHT M CBBETBHT HA EBPOITEMCKMS CHIO3,

KaTo B3exa mpemsui [loroBopa 3a (yHKIMOHMpaHeTO Ha EBpormeiickust cbio3, 1 mo-creuyainto wien 114, maparpad 1 or Hero,
KaTo B3eXa MpeMBUI NpeioxXeHueTo Ha Epponeiickata Komucus,

CIlell IIpefaBaHe Ha MPOEKTa Ha 3aKOHONATENIHMSA aKT Ha HalMOHAIIHUTE MapilaMeHTH,

KaTo B3exa MpeBMI CTAHOBMILETO Ha EBporeficKus MKOHOMMYECKM U coumaneH Komurer (1),

B CHOTBETCTBIE C OOMKHOBEHATA 3aKOHOMNATENHA mpouerypa (),

KaTo MMaT HpedBuI, ye:

(1) B crobuiernero Ha Komuensita ot 11 mekemspy 2019 r. otHOCHO EBpOMericKitst 3erieH MaKT e 3a7I02KeHa BICOKA aMOMIIst 3a
Cb3[aBaHE Ha YCIIOBMs 3a IIPeXOlI KbM HETOKCMYHA OKOJIHA Cpela M HyieBo 3ambpcssaHe. CrpaTermsara, M3oxKeHa
B cpobmennero Ha Komucmsita or 14 okromspu 2020 1., osarmaseHo ,Crpaterns 3a YCTOMUMBOCT B 0Onactra Ha
XMMMKaTMTe — K'bM HETOKCUYHA OKOJIHA cpefia“ (HapMyaHa [0-HATAThK ,CTPaTernsTa“) e pellaBalia CThIKA 3a MOCTUTaHe Ha
HYJICBO 3aMbpCSIBAHE M BHBEXKIIA TOJIXOMIA ,€[HO BEIIECTBO — €IHA OLEHKA“, KOMTO MMa 3a LeN [1a MOofo0py edyKacHOCTTa,
eeKTHBHOCTTA, CHITIACYBAHOCTTA M TIPO3PAYHOCTTA HA OLEHKNTE Ha 0E30MACHOCTTA Ha XMMMKAIIMTE B PABHMTE aKTOBE Ha
Cnio3a. ChITIaCHO CTpATernsTa CreaBa 1a ce paspaboTsT Kputepyu 3a ,0e30MaCHOCT M YCTONYMBOCT Olile IIPY IPOCKTUPAHETO",
3a J1a ce Jajie Bb3MOXKHOCT 3a IIPOM3BOICTBOTO U yIoTpedaTa Ha XMMUKAIIM, KOUTO ca Oe30MaCHM 1 YCTOMUMBY [IPe3 LeNst CH
KM3HEH LWMKBIL. B cTpaternsra ce mocoysa ChIIO TAKa, Ue B3AMMOIIEICTBUETO MEXITY HAYUHUTE Pa3pabOTKM M MBTOTBAHETO Ha
MONUTYKY CTIe[iBa 1 Obe 3aCHIIEHO Ype3 CUCTEMa 3a PAHHO MPEHYIpeXeHNe BbB BPH3KA C XMMMKAIATE ¥ TPYIUTE OT
XUMMKQM, 33 a ce rapaHtupa, ye nomumukure Ha Cbro3a ca HACOYEHM KbM HOBOBB3HMKBAIM PUCKOBE, NMOPONEHU OT
XMUMMKAIY, BEHATra CTIef KaTo Te ObIAT YCTAHOBEHM Ype3 MOHMTOPYHT M M3CTICHBAHILS, 1 Ue CTIeHBa 1a ce pa3paboTit paMKa OT
IOKA3aTe/M 32 MOHMTOPUHI Ha [BICKelIuTe (GakTOpY M MOCIENMLUTE HA XMUMMUECKOTO 3aMBPCSIBAHE M 34 M3MEpBaHE Ha
edeKTUBHOCTTA Ha TiPaBoTO Ha Cbr03a B 00TIACTTa HA XUMMKATTUTE. HaCTOALIMAT pernaMenT LeNyt M3IbITHEHETO Ha Te3U e

() OcHOBHaTa I1eJ1 Ha HACTOSIIINS PEITIAMEHT € J1a Ce YBeIMUM CTENeHTa Ha 3allliTa Ha OKOJIHATa Cpefia M Ha 3[[PaBeTo Ha YOBeKa
OT PUCKOBETE, MPOM3THYALLM OT XMMUKAIIN, KAKTO U JIa e YIeCHN GYHKIMOHMPAHETO Ha BHTPELIHNMS Ma3ap 33 XMMUKA. 3a
Tasy LeNl C HACTOSLMS perflaMeHT CIelBa [a ce Ch3mage oOma miardopMa 3a DAHHM OTHOCHO XVMMMKATMTE (HapuuaHa
I0-HATaThK ,,00111a 1aTdopMa 3a JaHHN"), KOSITO TPsiOBa [1a ce ympasiissa oT EBpomeiickara areniys o xumukau (ECHA).
OGmara miardopma 3a JaHHK € 11dpoBa UHPPACTPYKTYpa, KOSTO OOENMHSBA HaHHU 1 UHPOPMALWSL OTHOCHO XUMMKAIINTE,
TeHEePUPAHN CITIACHO JOCTIKEHMSATA Ha IPaBoTo Ha Cbro3a B oOracrta Ha xyumukarure. C HACTOSIIMS PETTIaMEHT CliefiBa fia
Ce YCTAaHOBST ¥ CIEUMATIM3MPAHN YCIyTH B PaMKMTE Ha 0OlIaTa miatdopMa 3a JaHHM U [1a Ce ONPEMIENT PaBiiia OTHOCHO
TPO3PAaYHOCTTA, TOCTHIHOCTTA Y M3MON3BAEMOCTTA Ha CHIbPKALINTE Ce B IUIaT¢opMaTa HaHHU. HacTosmusr peraMeHT 1Ma
3a LieJT [ ce Ch3fae oOLua, JOCTBIHA 3a OLEHUTENNUTE Ha pucka 0a3a OT 3HAHMSI OTHOCHO XVMMMKAJIUTE, 38 [ Ce IPeNOCTaBHU
BB3MOXHOCT 3a [I0-TOOpM, IIbJIHM, CHIJIACYBAHM M HAJEXKIHNM HAyYHM OLEHKM 10 OTHOLICHME HAa XMMMKAIIATE U TAXHOTO
BB3TIENCTBIE, []a Ce OCUTYPYM ONTMMAIIHO M3ION3BAaHE HA CHUIECTByBAl[aTa MHGOPMALMA 3a LENMTE HA IMPUIIATaHeTo
U pasBUTIMETO HAa IHpaBHMTe akToBe Ha CbBI03a M NO TO3M HAUMH Ja ce JOMpYHece 3a 3aMsHATa M HAMAJIABaHETO HA
VBIUTBAHMATA BHPXY KMBOTHM BMHAIM, KOTATO TOBA € BB3MOXKHO. LlenTa Ha HACTOSIMS perfiaMeHT e MopmoOpsiBaHe Ha
MHTETPUPAHETO Ha MHPOPMALMS OT PasMUuHM M3TOUHMLM ¥ CH3IABAHETO HA MKOHOMMUYECKM eeKTMBHA 1mpoBa
MHQPACTPYKTYpa, NPENOCTABSIIA LIEHTPAIIHO 3BEHO 3a AaHHMTE 1 MHopMauusTa B Chio3a BbB BPb3KA C XMMMKAIIATE, KOETO
ma e my6bmuHo HoctbnHO. C TOBA 1e Ce YBEMMUAT MPEIBUIMMOCTTA M IPO3PAYHOCTTA HA PEryIaTOPHUTE MPOLECH OTHOCHO
XVIMUKAJTATE U LIe Ce 3aCViTi OOLICCTBEHOTO IOBEpHE B HANEKIHOCTTA Ha B3EMAHETO Ha HayuHH pemerns. Upes cpOnpanero
Vi TIPEHOCTABSHETO HA BCMYKM JAHHM OTHOCHO XyuMukanmmute B Cbio3a IyiaTdopMata 3a HAHHM CHLIO Taka Iie CTUMYIMPa
VHOBALMNTE ¥ Iue MONNOMOTHe pPa3pa0OTBAHETO HA YCBBBPLUICHCTBAHM MHCTPYMECHTM, METOIM ¥ MOIENM 3a OLEHKAa Ha
XUMMKAJINATE.

() OB, (C[2024/3381, 31.5.2024 r., ELL http://data.europa.eu/eli/C/2024/3381/oj.
() Mosnums Ha EBponeiickmst napnament ot 21 okromspu 2025 r. (Bce ome HermyOnukysana B OduuyarieH BecTHMK) 1 peleHne Ha ChBeta OT
13 noemspu 2025 .
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Cornacho Pemenne (EC) 2022/591 na Espomeiickust mapnament u Ha CbBera () ONMON30TBOPSIBAHETO HA MOTEHIMANA HA
unpoBUTE TEXHONOIMHM M TEXHONOTMMTE 3a NAHHM C LeN IOJKpeNa Ha MOJMTMKATa B 0ONACTTa HA OKOJHATA Cpefa,
BKITIOYMTEITHO, KOTATO € Bb3MOXKHO, Ype3 OCUTypsiBAHE HA NAHHM M MHGOPMALMS B PEATTHO BpeMe OTHOCHO ChCTOSHUETO Ha
€KOCHUCTEMITE, KaTo ChIIEBPEMEHHO CE yBeMUaT yCUIIMATA 3a CBEK[IaHe 10 MUHIMYM Ha OTIEYaThKa BbPXY OKOJIHATA Cpefla
OT Te3! TEXHOJIOTMM M Ce FApaHTMPa, ue JAHHUTE M MH(OPMALMSTA Ca TPO3PAUHM, ABTCHTUYHM, ONEPATUBHO CHBMECTVMI
¥ yOIMYHO JOCTBIIHM, € [IBIITOCPOYHA IpHopuTeTHA Len. CrenoBaTeHo TaHHUTe M MHPOPMALMSITA OTHOCHO XMMMKATIUTE Ca
OT CHIIECTBEHO 3HAUYCHME 33 MPABWIHOTO Pa3pabOTBaHe M MpuIIaraHe Ha monmTykara Ha Chro3a B 0ONTACTTA HA OKOJIHATA
cpefa, U MO-CMeNMAIHO Ha HeroBaTa MONMTHKA B 007acTTa Ha XMMMKAIIUT.

B cpobuiennero cu ot 19 ¢espyapn 2020 r. ,Esporneiicka crpaternst 3a nanHnte” Komycusira omcsa Bu3usita cut 3a o010
€BPOIIEICKO MIPOCTPAHCTBO HA TAHHM M M3THKBA HEOOXOMMMOCTTA OT Pa3pabOTBAHETO HA CEKTOPHM NMPOCTPAHCTBA HA IAHHM
B CTpaTernyecky oOJaCTH, Thil KaTO He BCUYKM CEKTOPM HA MKOHOMMKATA ¥ OOLIECTBOTO Ce ABMXKAT C eIHAKBA CKOPOCT.
[lopamy TOBa ¢ HACTOSIMS PETNIAMEHT Ce LT M3TPaKIAHETO Ha IIPOCTPAHCTBO 3a IAHHM BbB BPB3Ka C XMMMKAINUTE Upe3
Ch3maBaHeTo Ha oOmarta miaTdopma 3a DAHHM, KOSITO € ¥acT M OT IPOCTPAHCTBOTO 3a IAHHN Ha EBpomerickus 3emeH maxr,
KaKTO € MOCOYEHO B eBpoIeiicKaTa cTparerys 3a HaHHuTe. OcBeH ToBa BbB BBIPOCHaTa crpaterysi Kommcmsara msrbkHa
HSKOIKO Tpo0iieMa, KOUTO ce OTHACST [I0 HAIMYMETO Ha JaHHM 3a GNaroto Ha OOLIECTBOTO, BKIIOUUTETHO HOCTBIIHOCTTA,
VHQPACTPYKTYpUTe 3a JAHHM ¥ YIPABJICHMETO HAa IAHHWUTE, ONEPATUBHATA CBBMECTMMOCT, KAKTO U JIMIICATA HA aJeKBATHO
CIIOfIETIsIHE HA JaHHM MeXIy IyOmuunmre oprann. C HACTOSILINSI PEITIAMEHT Ce LeNM yBelMuaBaHe Ha HAIMUMeTO Ha [TaHHK
OTHOCHO XMMMKanuTe, Kato or Kommcmsara u cpoTseTHmre areHmmm Ha Cbrosa, a mmeHHO Ebpomeiickata areHums 3a
OesomacHoct u 3pase npy padora (EU-OSHA), ECHA, Esponerickara arenimst 3a okonsa cpeaa (EAOC), Esporerickus
opran 3a OesonacHoct Ha xpanute (EOBX) n EBporeiickara arenust no nexapcrsara (EMA) (Hapuyanu 3aemHo ,areHummnre”)
ce M3MCKBA [a NPEJOCTaBAT JaHHM 33 BbBEXHaHe B oOwara miargopMa 3a JaHHM, [ CHIEHCTBAT 3a OIEpaTHBHATA
CBBMECTIMMOCT Ha Te3M JAHHM, KaTo Ce MPEIBIIKIA Ch3IABAHETO HA CTAHIAPTHY (OPMATU M KOHTPOIMPAHN PEUHUIIN, KAKTO
¥ [1a yrecHsiBaT 0GMEHA ¥ M3IMOJ3BAHETO HA IAHHM OT MyOIMUYHNMTE OPraHM, KaTo Ce Ch3[amaT YCIOBMS Te [a M3IBIIHSBAT
e)eKTUBHO CBOMTE PErynaToOpHM 3ajiauy 1 3afaun 3a pa3paboTBaHe Ha MOMUTUKM.

C HacToAmMs perlaMeHT ce LenM M IIPUIIaraHeTo Ha NPUHLMINATE, M3TIOKEHN B IIPEMIOXKEHMETO 33 AKT 33 OIEPaTMBHO
cbBMecTiMa EBpoma B ceKTopa Ha XMMMKATUTe, upe3 yKpenpaHe Ha TpaHCrpaHMYHATa ONepaTBHA ChBMECTUMOCT Ha MPEXKOBU
¥ MHOPMAIIMOHHM CHCTEMM, U3IIONI3BAHN 33 MPENOCTABSIHE MM YIpaB/ieHNe Ha OOWIECTBEHM YCIYTM OTHOCHO XMMMKAIIMTE
B Cpbloza. C HacTOAIMA peITIaMeHT lie ce NONPUHECE 3a yBeNlMuaBaHe Ha TPAHCTPAHMYHMTE TOTOLM OT HaHHM, 3a I ce
IOCTUTHAT VICTHHCKY €BPOIEHICKM LMQPOBY YCIYTH M LI Ce Pa3UIMPH IOCTBIBT 10 OOIIECTBEHO JOCTBIHY JaHHY OTHOCHO
XUMUKAJIUTE, KOUTO 13 ObIaT M3MON3BAHM B IPUIOKEHNS HA IPYTY CEKTOPHL.

B paznuunn npasHy aktoBe Ha ChrO3a OT CTONAHCKNTE CYOEKTH I KOMIIETEHTHIUTE OPraHY Ha [IbPXKABHTE UIIEHKU CC U3VCKBA
[1a [IPEOCTABAT IAHHW 1 MHPOPMALIVS Ha MHOXKECTBO areHuym Ha Cbto3a, KakTo 1 Ha Komucusra B KoHKpeTHn ciydan. Toa
BOJIM [0 PA3MOKBCAHOCT HA JaHHUTE M MH(OPMALIMSTA OTHOCHO XMMMKAIIUTE, KOUTO C ChbXPAHSBAT IIPH PA3IINUHI YCIOBMSI
33 CIONENSIHE M M3ION3BAHE HA [AHHM, KAaKTO M B pasmumunu Qopmaty. [1omoOHO (parMeHTMpaHe He MO3BOJISIBA Ha
IyOIMYHKTE OPraHy, KaKTo M Ha OOIIECTBEHOCTTA, []a MMAT siceH oOLy IOITell BbPXy TOBA KAKBa MHQOPMALMS € HAMYHA
OTHOCHO OTIE/THI XMMUKAIIM VIV TPYIIA OT XUMMUKAIIM, K'blie M KaK MOXKe J1a O'blie MOJyyeH JOCTHII 10 MHPOPMALWSTa I Al
TS MOXKe 12 ce u3nonsga. TOBa yBeTMuaBa BEPOSTHOCTTA OT HECHOTBETCTBME MEXKIY PasiMuHM OLEHKM HA CIMH U ChLI
XMMUKAI, M3MCKBAHI CBITIACHO PA3MIYHM MPABHM akTOBe Ha Cb03a OTHOCHO XMMMKAIINTE, 11 OT HAKBPHSIBAHE Ha JOBEPUETO
Ha OOLIECTBEHOCTTA B HAYYHNUTE OCHOBAHMS 3a pelueHusTa Ha Cbio3a OTHOCHO xumykaimte. C Ll [a ce TapaHTMpa, ye
[[AHHWTE OTHOCHO XMMMKAJIUTE Ca JIECHO OTKPYMBAEMH, IOCTBIIHN, ONEPATUBHO CHBMECTVMI I TOJIHY 3a TIOBTOPHO M3IION3BaHE,
ECHA cremiBa 1a cb3mame obmiara miatgopma 3a manHu. OOmata miatdopMa 3a JAHHM CIEIBa [ CIYXKM KaTo eIMHHA
OTIpAaBHA TOYKA M KAaTO BCeOOXBATHA M CIIONeNeHa 6asa OT JOKA3ATeNCTBA C LN 4 Ce Jae Bb3MOXHOCT 32 cQEKTUBHO
MPENOCTaBsiHe HA CHITIACYBAHM OLEHKM HA ONMACHOCTTA M PUCKA, MOPONEHM OT XMMMKAIM, B PasMyHM PAaBHM aKTOBE Ha
Cbl03a OTHOCHO XMMMKAJIUTE, KAKTO U [IA Ce [alie Bb3MOXKHOCT 3 CBOCBPEMEHHO YCTAHOBSIBAHE HA HOBOBB3HVKBALM PYCKOBE,
NOPOIICHY OT XMMMKAIIM, M HA JBIXKelTe GAaKTOPU U BB3[ENCTBUETO HAa XMMIYECKOTO 3aMbpcsiBane. OpraHute cresa aa
npennpyeMar HeoOXOMMMTE MEPKM 3a 3alMTA HA IOBEPUTETHOCTTA HA [AHHUTE, BKIIOUMTEIHO, 110 LeIeChoOpasHOCT,
dusnuecKyt MepKM M MEPKM 33 KMOEPCUTYPHOCT.

OcCBeH aKO HAaCTOSIIVISAT periaMeHT He IIpenBuzKna Ipyro, 06maTa rmaT(])opMa 3a HaHHM CIIeTBa 1a ChIbpxKa, 0e3 obaue a ce
Orpanmvasa CcaMO 1O TOBAa, BCUYKM OaHHM U I/IH(l)OpMaL[I/IH, CBbp3aHN C XUMMKAINTE, CbXPAHSABAHM OT ar€HUMMUTE WITNA
Komucusita u TeHepypaHn uiy nogageHy No TAX KAaTO YacT OT IpWIAraHETO Ha IpaBHUTE aKTOBE Ha Cp1o3a, M36POCHI/I
B IIpUII0kKeHne I. ToBa BKITIOUBA HanpyuMep BCUYKN PETyJIaTOPHYM DOCETA UITN 3asBIICHN, ITOOaNEHN N0 areHUMUTE, HO ChLIO
Taka M HOAHHM OTHOCHO XVMMKAJIMTE BbB BPB3Ka C HAIMYMETO Ha XVIMMKAaIM, NPEHOCTABEHM OT OBPKABUTE UJIEHKM Ha
areHummTe mim Ha Kommcusita, KakTo M HaHHU OTHOCHO XMMMKAJIUTE, npoustTuyamm ot HeHOCTHTE Ha Tbp2KaBUTE YTIEHKN
10 M3ITBJIHEHUE, B CHOTBETCTBME C TEXHUTE 3AIBIIZKCHNSA 3a TOKJIAIBAHE. O6I.L[aTa rmachopMa 3a JTAHHM CJiedBa Ja BKITIOUBA
" JaHHU U I/(H(l)OpMaIH/IFI OTHOCHO XMMMKAJINTE, T€HEpUpaHM KaTO 4YaCT OT CBbP3aHM C XMUMMKAIIUTE IIPOrpamm Mim
M3CTIEOBATENICKM HEeTHOCTY Ha PaBHMILETO Ha Cbl03a, HA HAILMOHAJIHO WIIU MEXIYHapOOHO paBHMUIIC, KOraTo TE3M TaHHU
" Tasn I/lH(i)OpMaIII/l}I C€ CbXpaHABAT OT Komucusra unm ot eHa ot areHumute. B nombiiHeHne 06111aTa HHaT(l)OpMa 3a JaHHU
CrlefBa fa JaBa Bb3MOZKHOCT 332 BBBEXKIAHETO HAa HAHHM OTHOCHO XMMMKAJIATE, NMPEJOCTABEHM Ha n06posonHa OCHOBa OT
Obp2KaBUTE YJIEHKM U OPYyTU Cy6CKTI/I, BKITIOUMTEITHO HAIMOHAJIHM ar€HUMy M HayUYHOM3CIIEIOBATEIICKM MHCTUTYTH, KaKTO
VI TAaHHM OTHOCHO XMMMKAJINTE, MOJTYYEHN B PE3YIITAT Ha MEKIYHAPOIHO CHTPYIHNYECTBO C OpraHM3alym OT TPETH IbpKaBy,
1 KOUTO C€ CbXpaHABAT OT Komucusra mmm ot eHa OT areHUuuTe.

Pemrenne (EC) 2022/591 Ha Eporeitckust maprament 1 Ha CoBera or 6 amput 2022 r. otHocto O6ma mporpama Ha EBpomesickust cbio3 3a
mericTBHe 3a OKOMHaTa cpema 0 2030 romuma (OB L 114, 12.4.2022 r., crp. 22, ELL: http://data.europa.eu/eli/dec/2022/591/o0j).
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Bobrpeky ue HAKOM JIEKapCTBEHM IPOHYKTM Ca ChIIO XMMMKAIIM M Ca OT 3HaueHMe 3a LIETINTE Ha HACTOSILMSA PErTIaMeHT,
NPUIIATaHETO M U3MOJI3BAHETO HA OLEHKMTE Ha ONACHOCTTA M PUCKA, M3BLPIIBAHM BB BPh3KA C XUMMKAJMUTE CBITIACHO
3aKOHONIATENICTBOTO Ha C'hl03a OTHOCHO JIeKAPCTBEHMTE MPOIYKTY, € PasIM4HO OT HPUIIATaHETO 1 U3IO/3BAHETO Ha OLEHKNUTE
Ha OIaCHOCTTa M PUCKA, M3BbPUIBAHM CHIIACHO OCHOBHMTE IIPaBHM akToBe Ha Chl03a OTHOCHO XMMuKanute. [lopamy Tosa
e 1enecb00pasHo M1a ce Bb3IpYeMe MOeTalleH MOMIXOM ¥ [ja ce BKIIIOYAT, KaTo ITbpBa CTBIKA U IPY HAIUIEXKHO OTUMTAHE Ha
aJIMMHICTPaTHBHATA TexkecT 32 EMA, caMo JaHHM OTHOCHO XMMMKAIIMTE C HAjl-BICOKA H00aBeHa CTOMHOCT. B pamkute Ha
Ta3y IbPBA CTHIIKA JAHHUTE C HAJI-BUCOKA OLICHEHA 0OABEHA CTOIMHOCT Ca IAHHN 3 ChOTBETHNTE AKTUBHI BELIECTBA, KOUTO
Ce CYUMTAT 3a aKTMBHMU BellecTBa, 0OXBAHATH OT NpaBHUTE aKTOBe Ha ChI03a OTHOCHO JIEKAPCTBEHUTE MPOIYKTH, M3OPOCHN
B IPMIIOKEHME ], 4acT 2, M KOUTO ChIIO TaKa NOMIEXAT Ha PErylaTOPHM IIPOLECH ChITIACHO APYTU IPaBHM aKToBe Ha Chbio3a,
u30poeHn B npwioxeHue I, wacr 1, KaKTO M [IPYrM aKTMBHM BEIIECTBA C KOHKPETHM YCTONUMBY, OMOAKYyMyIMpaly
W TOKCMYHM CBOWCTBA WIIM C W3BECTHM BUCOKM HOIYCTUMMM TPaHMIM Ha OCTATHYHM BEIIECTBA B OKOJIHATA Cpenia.
CrennduyHyTe TAHHM OTHOCHO XMMMKAIIMTE, KOMTO TPsiOBa a ObIAT BKIIOWEHNM 33 Te3M CHOTBETHM AKTVMBHI BEIIECTBA,
crienBa Ja 0OXBAlIAT IAHHYM OTHOCHO XMMUKAIINTE, CBbP3AHM C OLCHKM Ha PUCKA 32 OKONHATA CPENA, M3BbPLICHM ChITIACHO
3aKOHOHATE/ICTBOTO Ha CbI03a OTHOCHO JICKAPCTBEHMTE MPONYKTM 33 XYMaHHA M BeTepMHApHA YIOTpebda, HEKIMHIYHMU
IPOYYBAHIsI, M3BBPUICHN CHITACHO IPaBoTO Ha (bIO3a OTHOCHO JIGKAPCTBEHMTE NPORYKTH 33 XyMaHHa ymorpeba,
Y MAaKCMMAJTHUTE TPAaHMYHM CTOMHOCTY Ha OCTaThUHM BEUIECTBA VM JAHHMTE OTHOCHO XMMMKAJUTe, Ha KOMTO Ce OCHOBaBa
TSIXHOTO OIpEIIeNIsSiHE M KOUTO ce ChXpaHssar oT EMA, Kakto 1 crieunuunu pedepeHTHN CTONHOCTH.

KaTto ce orumra HamiexHO AIMUHUCTPATUBHATA pa60Ta Ha EMA, npoustuyallia OT aJalTUPAaHETO Ha TE3M NaHHU KbM
TTOIX OIS (l)OpMaT 3a BbBEXKIIAHE B 06111aTa HH&T(I)OpMa 3a JaHHU, € uenec1,06pa3Ho T1a c€ Bh3IPUEME ITOETAIIEH ITOIXOM M ITPE3
ITbpBYA €TAIl A C€ BKITIOUAT CaMO JaHHM 33 XVMMMKAJINTE, OTHACAILIM CE€ O aKTVBHM BEIIECTBA, ITOAANEHN 1O EMA B KOHTeKCTa
Ha CbOTBETHUTE NMPOLECOYPH, KOUTO €A OKOHUYATEITHO YTBbPHOEHM CIICH BIIM3aHE B CMJIa HA HACTOAIINS PETJIaMEHT. He mo-kbcHO
OT IIECT TOOMHM CIIEM BJIM3aHETO B CiJIa Ha HACTOSAIINS PEIIaMeHT EMA cremBa cbIio Taka fia 3aliouHe Oa BbBeXK[a TaHHM 3a
XUMMKAJIINTE, OTHACAIIN C€ OO aKTVBHM BEILECTBA, KOUTO Ca PE3YINITAT OT NPOLENYpU, NPUKITIOUEHN IIPENN BIIM3AaHETO B il
Ha HaCTOAImMSA PETIIaMEHT.

Hpyry maHHM OTHOCHO XMMMKAJIUTE, KOMTO Ca MPENOCTABEHM WMV TeHEPUPaHM ChITIACHO NPaBHM akToBe Ha (hI03a OTHOCHO
JIeKApCTBEHMTE NMPOIYKTH, ChIIO GMXa MOIMM [ OBIAT OT 3HAUCHME 3a PerynaTopHuTe OONacTM Ha XMMMKAIWUTE, KaTo
Hanpumep JaHHY, CBbP3aHM C JIPYTM aKTMBHM BEWIECTBA, CHIbPXKAUM Ce B JIKAPCTBEHWUTE MPOHYKTH, KIMHWYHM JAaHHU
W HaHHM, CBBP3aHM C JIPYTU BEWIECTBA, ChIBPKAWIM Ce B JIEKAPCTBEHUTE IIPOIYKTY, PasNiyHy OT aKTUBHM BeulecTBa. OCBeH
TOBA M3BECTHA YACT OT MEMMUMHCKUTE TAHHM Ce ChbXPaHsBa OT KOMIIETEHTHUTE OPTaHy Ha JbpxKapuTe uneHku. CrenoBaTento
He MO-KBCHO OT INECT TONMHM CJIef BIIM3AHETO B CUJIa Ha HACTOSANIMA PEITIAMEHT, CTIell KOHCYNTauys C IbpXKaBuTe UIeHKM
u areHumure, KoMucnsra criefisa 1a Hanpasyu OLICHKA HA TOBA NAJy Te3) NOIBITHUTEIHM JaHHU CIIelBa J1a ObIAT BKIIOYCHN
B ofmara miardopma 3a naHHu. [Ipy Tasy OLeHKa CIe[Ba CHLIO TAKA [1d CE B3eMaT NMPEMBUI LeleChoOPa3HOCTTa, OYaKBaHATA
00aBeHa CTOMHOCT 1 OaTAHCHT MeXIy PasXOHMUTE U HOJ3UTE OT BKIIOUBAHETO HA [OIBIIHUTEITHUTE JAHHM.

3a ma ce mobassT gaHHy, Kouto EMA Tpsi6ea a mpemocrasy upe3 obuiata miat¢opMa 3a JaHHM, KOIaToO TOBA € OT 3HAYeHye 3a
[ld ce MOIIOMOTHE MOCTUIAHETO HA LIeNNUTEe HA HACTOSIINS PEINIAMEHT, KATO HAIpMMEp A Ce TAPAHTMPAT ChIIACYBAHOCTTA
11 eeKTMBHOTO M3BbPLIBAHE HA OLEHKU HA ONACHOCTHTE I PUCKOBETE, IOPOLEHY OT XMMUKAIIM, MIIM aKO C OIJIe Ha HaydHMs
HAIPETbK €4 HAIMIE HOBM MO3HAHNMSI OTHOCHO ONACHOCTMTE WITV PYCKOBETE 33 OKOJIHATA CPela MIIM 3IPABEeTO Ha YOBEKa, Ha
Kommcnsita crena ma Gbie menernpaHo IpaBoMOLIMETO [a IpieMa akToBe B choTBercTBue ¢ wieH 290 or [orosopa 3a
dyukumonnpanero Ha Eppomerickus cvro3 (IQEC) BbB Bpb3Ka ¢ M3MEHEHMETO HA WieH 3, maparpad 3 OT HaCTOSUS
pernameHr.

TMopamyt 4yBCTBUTENHOCTTA Ha MH(OPMALMSTA OTHOCHO TOYHMSI XMMMYEH ChCTAB HA IyCHATUTE HA [a3apa CMeCH, KOUTO Ca
KIACHQUUMPAHN KAaTO OMACHM Bb3 OCHOBA Ha BB3MCICTBIETO MM BbPXY 3IPABETO MM HA TAXHOTO (UBMUHO BB3IEHCTBIE,
M KOMTO Ce TpEeNOCTaBST Ha OpraHuUTe, Ha3HAYeHM OT IbpXKaBuTe 4YNEHKM ChbracHo uneH 45 or Pernmament (EO)
Ne 1272/2008 Ha Espomeiickust napriament un Ha CobBeta (*), Tasu uHpopMamys He crensa na Gbie BKIMOYeHa B obLiara
mwiardopma 3a gaHHU. [10 ChLIMsT HAYNH, TOPAIY THPIOBCKATA YYBCTBUTEHOCT HA JAHHNUTE 11 Ha MHQOpMALIMATA 38 KpaiiHuTe
KO3METUYHI [IPOAYKTH, MHPOPMALIATA, CBBP3aHA C KOBMETUUHI IIPOIYKTH, 38 KOSTO € OCTHIWIO yBenomiieHne Ha [loprara
33 HOTUQUUMPAHE HA KO3METMYHM NPOMYKTH CbriacHO wieH 13 or Permament (EO) Ne 1223/2009 wna Esponerickus
napramenT 1 Ha CbBera (°), ChIIO He cremBa fa Obhe BKIMOueHa B oOmaTa mmarpopma 3a gaHHM. B obuwata miatdopma 3a
maHHM obaye crieBa [a GbHAT BKIIIOYCHNM HJAHHMTE OTHOCHO XMMMKANUTe M MHQOPMALTA 3a OTHETHUTE XUMIYECKH
CBCTaBKM Ha KO3METUYHUTE IIPOIYKTH.

3a {a ce 3amyTy COCOOHOCTTA 33 M3IBIIHEHNE Ha 3ajjaunTe Ha EBporeiickata KOMMCHS, Ha areHIMMTE M Ha KOMIICTEHTHUTE
OpraHy Ha IbpKaBMTE WIEHKM, B 00LATa MIATGOPMA 33 JAHHM IO TMPUHLMI He CrlelBa fa ObIAT BKIIOYBAHM TOKYMEHTH C
[IAHHJ OTHOCHO XVMMKAIINTE, KOUTO Ca CBHP3aHM C TSXHATA BBTPElIHA paboTa MM C B3EMAHETO Ha PEIICHYS.

Pernament (EO) Ne 1272/2008 ma Espomeiickmst napnament u Ha CopBera or 16 pekemspu 2008 r. OTHOCHO KiacuQuuupasero,
THKETIPAHETO I OIIAKOBAHETO Ha BELIECTBA J1 CMECH, 3a M3MEHEHILe 1 33 OTMSIHA Ha mupekTusy 67548 EMO 1 1999/45/EO u 3a n3meneHme
Ha Pernament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 r., ctp. 1, ELL http:|/data.europa.eu/eli/reg/2008/1272/0j).

Pernament (EO) Ne 1223/2009 Ha Esporesickust maprmament n Ha Cosera ot 30 Hoempu 2009 r. oTHOCHO KoaMernumute mpomykri (OB
L 342, 22.12.2009 r., ctp. 59, ELIL: http://data.europa.eu/eli/reg/2009/1223/o0j).

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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C el [1a ce OTIOBOpM Ha NOTPeGHOCTUTE HA LM(POBATA MKOHOMMKA M [Id CE OCUTYPY BUCOKA CTElleH HA 3alIUTA HA OKOJIHATA
Cpena M Ha 3[PAaBeTo Ha YOBEKa, e HeoOXOMUMO 1a Ce OIpeleN XAPMOHM3MPAHA PAMKA, KOATO [a [PENOCTaBs HOCTHII 110
JTAHHUTE OTHOCHO XMMMKAJIUTE, CHITbPKAIIM e B oOuiaTa marpopma 3a naHHu. Tasu pamka crensa, Kato oOul IPUHLMAIL, [1d
TIPEIOCTABS BH3MOKHO Haii-IIMPOK MOCTBII [0 TE3U NAHHUM OTHOCHO XMMMKAIUTE. B Hest CliefBa ChILO mpu LeNechoOpasHOCT
[l Ce yTOUHsBA KOl MMa MPABO Ha [OCTBHII JI0 IAHHUTE OTHOCHO XUMMUKAJIUTE, IPU KAKBM YCIIOBMS, HA KAKBO OCHOBAHME I 33
KakBu Lemt. Ha opraHute, Ha KOMTO €a Bb3JIOKEHM PEryjaTOpHM 3ajaui, CBbP3aHM C XUMMKAIATE, Ciielsa a Obie
paspelleHo 1 Te cieBa 1a GbIAT HACHPYABAHM [1A U3IION3BAT HAHHNUTE U MHPOPMALMATA OTHOCHO XMMMKAJIUTE, ChIIbPXKALLM
ce B obuiara rm1aropMa 3a IAHHI, C LI [1a M3ITBIIHSBAT CBOUTE PEryJIaTOPHI 3AIbIKEHS U 3a7auy epeKTHBHO, J1a MIOBHLIAT
eeKTMBHOCTTA, eMKACHOCTTA M CHINIACYBAHOCTTA HA CBBP3AHMTE C XMMMKAIMTE OLEHKM, KAKTO M [a ce nomobpu
paspabotBanero Ha monmuTyKY Ha Chro3a B 00aCTTa Ha XUMUKasMTe. [IOCTBITGT 10 JINYHY IAHHY CllelBa 1a Gblie OrpaHmyeH
10 HeOOXOIMMOTO 110 OTHOLICHVE Ha LIENNTE, 33 KOUTO OpraHuTe 00pabOTBAT Te3M TaHHI.

anHuTe ¥ MHPOPMALMSTA OTHOCHO XUMMKAJIUTE, TEHEPUPAHN B Pe3yIITAT Ha 3a[b/IXXEHILSITA, IPEABUICH B [IPABHITE AKTOBE
Ha Cbi03a OTHOCHO XMMMKAJIUTE, ChIbPKAT THPIOBCKA MHGOPMALIVIS C UyBCTBUTENICH XapakTep VTN Ca 3aLIMTEHY CHITIACHO
BBIIPOCHNUTE TPaBHM akToBe Ha CBIO3a C MCKAHMS 3 MOBEPUTETTHOCT OTHOCHO MOBEPUTENIHATA THPIOBCKA MH(OPMALILSL.
[Ty6nyHOTO pasmpocTpaHeHye Ha TaKMBA JaHHM OM MOITIO [a 3acerHe ThPTOBCKMTE MHTEPECH HA YacTHM NMIA. 3a Ha ce
OCUTYPSAT NIPABHA CUIYPHOCT U MPEIBUIMMOCT 32 HOCELIUTE OTTOBOPHOCT JIALIA M [JA CE 3aLUUTAT TeXHUTE 3aKOHHU OYaKBaHILS,
KAaKTO U J1a Ce FAPaHTUPa KOHKYPEHTOCIOCOOHOCTTA Ha CeKTOpa Ha BhTpeiHst nazap, ECHA, B KauecTBOTO it Ha yrpaButet
Ha o0maTa mIaTgopma 3a IAHHM, CTe[Ba 4 TMPETOCTaBN depeHIMpPaHN MpaBa 3a JOCTHII IO TaHHUTE ¥ MHPOPMALMATA,
ChIbPKALLN ce B 00mIara miatgopma 3a TaHHN. BB Bpb3Ka ¢ TOBA OpraHMTE CIIeMIBA a MMAT ITbIeH JOCTBII 10 BCUYKI [AHHN
¥ MHQOPMALIVSL OTHOCHO XVMMUKAJIUTE, ChIbpKAIM ce B o0laTa mwatdopMa 3a JaHHM, CHLIO U B MALIMHHOYETUMI GOpMATH,
BKJTIOUMTEITHO IOCTBII 10 LIITATa [IOBEPUTENTHA MHPOPMALKs 11 MHPOPMALIS, KOSITO HE Ce IPENOCTaBsi Ha OOLIeCTBEHOCTTA. 3a
pasiiKa OT TOBA, IPYTU CTPAHI He CJIefBa JJa UMAT HOCTHII upe3 obliata mIaTdopMa 3a JaHHY O MOBEPUTEITHN JaHHU I [0
[IAHHY, KOUTO HE Ce MPEIOCTABAT Ha OOLIECTBEHOCTTA ChITTACHO akTa Ha Cbl03a Ha IPOV3XOM IOPAIM TOBA, Ye Te Ouxa MOrim
[ld CHIIbPXKAT THPrOBCKA MHQPOPMALINS C UYBCTBUTENICH XapakTep U Ye He e Ouila M3BbpIIeHa OLEHKA Ha MOBEPUTEITHOCTTA Ha
Te3y HaHHM. He3aBMCMMO OT TOBA BCMYKM CTPAHM CIIe[Ba [d 3aIla3sT MPABOTO [ MOMCKAT JOCTBI IO BCSKAKBU IAHHH,
ChIbpKAlM ce B oOmara miargopMa 3a fadHM, B choteerctBue ¢ Permament (EO) Ne 1049/2001 na Esporeiickus
napnament 1 Ha Cobaera ().

Ipu M3MOM3BaHETO HA JAHHM, CHIBPKALIM Ce B OOL[ATa IIATGOPMA 33 [AHHM, OPraHMTE CIIe[BA [ 3aUMTaT IPUHLNMIA Ha
ITbpBOM3TOYHMKA. CBINTACHO TO3M NPUHIMI MapKMPOBKATa 3a IOBEPUTENIHOCT HA IaHHUTE OTHOCHO XUMMKAuTe, KaKTo
€ V3BbpIIEHa OT IIbPBOM3TOUHMKA VI KAKTO CHOTBETHO € IIOCOYEHA OT CHOTBETHATA areHUMs NMPU MPENOCTaBSIHETO Ha Te3U
[IAHHM Ha obuiata miaTgopMa 3a TaHHM, CTIefBa [1d Ce Ca3Ba OT OPraHMTe, M3ION3BALIA Te3U JaHHM NPY U3ITbIHEHUE Ha
TeXHUTE PerynaTopay GpyHKuym win 3agaun. Obuiata miatdopma 3a JAaHHM CreBa 1a BKITIOYBA CIIO PEa M yCIOBHUSITA 3a
V3IION3BAHE HA TaHHUTE, BKIIIOUMTEIIHO [0 OTHOLICHME HA [PaBaTa BHPXY MHTEIICKTYanHaTa COOCTBEHOCT.

3a ;a ce ocurypy 3alIMTaTa Ha IPUHLMIA HA ONpPABIAHMTE MPABHYM OYAKBAHMS MO OTHOLIEHME HA HOCEUIMTE OTTOBOPHOCT
JIVLA, TIPY TeHEepUpPaHe UM NONaBaHe Ha HAHHM WV MHPOPMALWAS CHITIACHO M30pOeHNTe B IPIIOXKeHNe | IpaBHI aKTOBE Ha
Cbl03a, KaKTO I 3a 3alUTA HA NOBEPUTESHOCTTA Ha Ta3y MHPOPMALMS, KOTAaTO Ts Ce U3NOJ3BA OT OPraHuTe, ONpefesieHuTe
B Te31 NpaBHY akToBe Ha ChIO3a MBKIIIOUMTEITHYM OCHOBAHISL 34 OLOBECTSBAHE HA IOBEpUTETHA MHPOPMALMS CIIEABA [Ia Ce
IPUITAraT CaMo 3a OMOBECTSIBAHETO HA JaHHUTE M MH(OPMALMATA, MPEIOCTABEHN WM TEHEPUPAHN B CHOTBETCTBME C TE3M
mpaBHu akrose. Taka Hampumep cbriacHo uiex 39, maparpag 4 or Permament (EO) Ne 178/2002 na Esponerickus
naprmameHT 1 Ha CbBera (') B CIydanre, KOTaTo ca HeOOXOMMMM CIEIIHM JCMCTBMSI 3a ONa3BaHe HA 3[PaBeTO HA 4OBEKa,
3[PaBeTO Ha XMUBOTHMUTE WM OKOJIHATA Cpea, HampuMep B m3BbHpenun curyaunn, EOBX Moxe ma onosectn nudopmarys,
CUMTAHAa IPENM TOBA 3a IOBEPUTENIHA CBINIACHO mocoueHmst permameHt, u EOBX e mrbkeH ma Hampasu myOmmuHa
nH(OPMALIVATA, CUNTAHA TIPEIV TOBA 3 [IOBEPUTEITHA, KOTATO Ta3y MHPOPMALINS € YacT OT 3aKITIOUEHNMSITA [IPU PE3yIITaTUTE OT
HayuHa nefiHocT Ha EOBX, Kouto ca CBbp3aHM € OYaKBaHM MOCIIEOMUN BbPXY 3IPaBeTO Ha UOBEKA, 3[PABETO HA KMBOTHUTE
Wi okonHata cpena. [lo cpumst Hauns B wieH 118 or Pernament (EO) Ne 1907/2006 Ha EBporefickust maprameHT u Ha
Coeera (%) ce mpemsikma Bb3Moxkeoctra ECHA ma omosecrsiBa moBeputeiHa MHGOPMALs, MPETOCTABEHA M CHITIACHO
IOCOYEHNS! PEIIAMEHT, KOTaTO ¢ HeoOXOMMMO CIIELIHO MeVICTBHE 33 3alIMTa HA 3[IPABETO HA YOBEKa, OE30MACHOCTTA WMIIN
OKOITHATa CPefia, KaTo B aBapMItHM CUTyalyi.

Pernament (EO) Ne 1049/2001 a EBponesickust mapnament u Ha Cbeta ot 30 Mait 2001 1. OTHOCHO IyONMYHMS TOCTBII O TOKYMEHTH Ha
Esporterickust napiament, Ha Cbera 1 Ha Komucnsira (OB L 145, 31.5.2001 ., crp. 43, ELL http://data.europa.eu/eli/reg/2001/1049/0j).
Permament (EO) Ne 178/2002 Ha Eponerickust napnament u Ha Cbsera or 28 siHyapu 2002 . 3a ycTaHOBSIBAHE Ha OOLINMTE NPUHLIMIIN
Vi UBMCKBAHMS HA 3aKOHOHATENICTBOTO B OONACTTA HA XpaHMTE, 33 Ch3laBaHe Ha EBpOMeEicKM OpraH 3a 0Oe30MacHOCT Ha XpaHUTE M 3a
onpeieNsiHe Ha MpPOLelypy OTHOCHO GesonacHocrta Ha xpanure (OB L 31, 1.2.2002 r., crp. 1, ELL: http://data.europa.eu/elijreg/2002/
178/0j).

Permament (EO) Ne 1907/2006 Ha Epomeiickust mapiament u Ha Cbera or 18 nekemspu 2006 I. OTHOCHO PETMCTpALMSTA, OLECHKATA,
paspemmaBaHeTo 1 orpaHiyasaneto Ha xumukamt (REACH), 3a cp3gaane Ha EBporieficka areHums Mo XUMMKany, 3a u3vMeHenye Ha [lnpekTnsa
1999/45/EO u 3a ormsHa Ha Pernament (EMO) Ne 793/93 Ha Coseta 1 Permament (EO) Ne 1488/94 na Komcnsira, KakTo u Ha [InpexTnsa
76/769/EMO na Cosera n mupextusu 91/155/EMO, 9367 ENO, 93/105/EO u 2000/21/EO na Kommcnsra (OB L 396, 30.12.2006 r.,
crp. 1, ELL http://data.europa.eu/elijreg/2006/1907 [oj).

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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[lpn oOpaboTKata MM pa3KpMBAHETO HA IIMYHM [AHHM, CHABPXKAUM ce B obwara miaTgopma 3a HaHHM, areHIUNTE
u Komcnsita cremsa a cniasgar Permament (EC) 20181725 Ha EBporerickus napnament u Ha ChbBera (°), a KOMIECTEHTHNTE
OpraHy Ha [IbpKaBUTE UiIeHKM cienBa fa crassar Pernament (EC) 2016/679 na Esporerickust maprmament u Ha Cosera (*°).

Kato ce nma npenBui, 4e areHummTe e 6’[)]]3.T 3aIbIIZKCHN [1a CbXpaHABAT HAYYHU HAHHM, KOUTO BKITIOUBAT ITOBEPUTEITHNA
U JIMYHU JAHHY, € HCO6XOJII/IMO Ha ce rapaHTupa, e TakoBa CbXpaHEHME CE€ M3BBPILBA B CHOTBETCTBME C BUCOKO PaBHMUILE HA
CUTYPHOCT Ha I/IH(])OpMaIlMOHHI/ITe CUCTEMU U Y€ TNOCTBIIBT O MOBEPUTETTHU OAHHM MOMJICKM Ha OOUT.

Makap ye ECHA crenBa ia ycTaHOBU 1 pa3paboTy TeXHMUECKMTE QYHKIMM Ha oOLaTa MIaTgopma 3a JaHHY Ha eTalm, HAKOU
CIeLMANM3UPAHY YCITH ClIefBa a ObaT IpeBUICHY B HACTOSIMS PerAMEHT. B TO3M KOHTEKCT B MOITBIIHEHUE KbM
OCHIYPSIBAHETO Ha [OCTBII IO MPENOCTaBeHuTe OT areHummure u Kommcusita CBbp3aHM C XMMMKAIMTE IAHHM, oOuwiata
maTdopma 3a TAHHY CIIeNBa [1a IPEIOCTaBsl JOCTBII 10 TAHHUTE I MHPOPMALIMSTA OTHOCHO XMMMKAIIUTE, IPETOCTABEHI Upe3
HEJTHNUTE CrIeuyany3upany ycryri. Tean crienyanyi3upanyt yciyru crensa ga Ob1at BbBefeHn B o0uara miardopma 3a IaHHM
V1 Ce CBCTOST OT CHLIECTBYBAIATA MHPOPMALMOHHA IITATPOPMa 32 MOHMTOPVHT Ha B3HeiicTBIeTO Ha XuMukamute (IPCHEM),
XpaHWIIIE HAa peQepeHTHM CTOMHOCTM, 6asa MAHHM C YBEHOMJICHMs 33 M3cileBaHus, 0asa DAHHM C MHQOpPMALMs 3a
perynaropHu npouecy, 6asa JaHHM ¢ MHGOPMALMST OTHOCHO IPUIIOKVUMIY TIPABHI 3a[IbIKEHNS], XPAaHUIMILE HA CTAHIAPTHY
dopmatn 1 KoHTpoNMpaHu peyHuuy, 06a3a TaHHM 3a MHGOPMALINS, CBbP3aHA C EKONOTMYHATA YCTOMUMBOCT, 6a3a TaHHM 3a
XUMVKAIITe B VM3[IENMs WM IPOIYKTH, 0a3sa NaHHM 3a alNTEPHATHBM HA BIIECTBATA, MOPAXMHAL Ge3MOKOMCTBO, KAKTO
¥ MHYOPMALIMOHHO Ta0JIO C MOKA3ATes OTHOCHO XMMMKAIIATE.

Komyicusita crierisa a mpyeme IUIaH 3a M3ITHITHEHME, B KOWTO Ce yCTAHOBSIBAT HAOOPY OT AHHM OTHOCHO XMMMKAIIUTE, KOUTO
TpsibBa 1a OBIAT MOCTHIHM upe3 obumaTa MiaThopma 3a IaHHM, M TPadyK 3a TAXHOTO BBBEXKIAHE, KATO Ce IMOyYaBa
uHpOpMAlMsT OT MONTOTBUTENHATa pabota Ha Komucusta u areHummre. KommcusTa crefiBa 1a chb3faje cuctema 3a
yIpaBreHue, ¢ KOATO fa Ce NMONIbPKA M HAcOuBa (YHKUMOHMPAHETO M Pa3BUTMETO Ha obuwiata miarpopMa 3a HaHHY,
obxBalala OpraHM3aLMATa Ha PabOTHMTE CTPYKTYpy M KoopmmHaumsrta Mexny ECHA u pmocraBumuyre Ha [HaHHM,
HeoOXo[mMuTe Ipasiia, OPMATH M PEYHMLM 33 BbBEKIAHE HA IAHHM, M upe3 IUIAH 3d M3IbIIHEHME [1d Ce rapaHTipa
HAmpebK M0 MACHTUGULMPAHETO U BHBEKIAHETO HA HOBYM HAOOpY OT JAHHM C [AHHM OTHOCHO XMMUKAJIUTE M YCIyTM 3a
obmara miargopMa 3a gaHHM. KoMucusta ciiefiBa [a IpyeMe M KOTaTo € HEOOXOMMMO, [a aKTyalM3upa CHCTeMaTa 3a
yIpaBreHue cilef KOHCYIITAlus ¢ HOBOCh3IA[CHNs YIIPAaBUTeNIeH KOMUTET Ha INIATQOPMara, ChCTABEH OT IPEICTABUTENN HA
arenrmte u Ha Kommcmsita. Kommcusira criemsa [a rapaHTypa, 4e BCHUKM cepy Ha [EMHOCT B MPUIOXKHOTO MONE Ha
HACTOSIIMA PEINIaMEHT Ce B3eMaT IOJl BHVYMAaHMe OT YNpPAaBUTENIHMA KOMMTET. 3a a Ce OCUIYPAT eIHaKBM YCIOBUSA 3a
VBIIBITHEHMETO Ha 3alIb/IXKEHMATA 3a Ch3[aBaHe Ha IUIaH 3a M3IIBIIHEHME M CHCTEMA 3a yIpasrieHue, Ha Komucuara ciensa na
OBIAT HPENOCTABEHN M3ITBITHUTENHI [IPABOMOLLIISL.

[Ipu ynpaxHABAHETO Ha M3IIBITHUTEITHUTE IPABOMOLLIVS U B CTyyanTe, Korato Permament (EC) Ne 182/2011 na EBponerickus
naprameHT 1 Ha CbBeta (') He ce mpuara, KaTo YacT OT NONTOTBUTENHATA c1 paboTa KomucusTa crierisa f1a B3eMe IpeiByi
CTaHOBMIIATA HA AbPKABUTE UIICHKI.

Obata miatdopma 3a JaHHM CIefBa 1a 00CIyKBa Bb3MOXKHO Hall-IMPOKa OOIIHOCT 1 [Id MMa Kamauutet 3a o0paboTka Ha
HOBM CIlyyay Ha ymotpeba, 3a BKIIIOUBAHE HA HOBM MOIXOMUM HAOOpM OT JaHHM C [AHHM OTHOCHO XMMMKAJIMTE, 3a
paspaboTBaHe Ha HOBM (YHKIMM ¥ 33 pearnpaHe Ha pa3pabOTBAHETO HA MHCTPYMEHTV M TPUIIOKCHISL.

C uen usnaTa ChOTBeTHAa MHQOPMALVS M TaHHM OTHOCHO XMMMKANMTe fa ce OOeamHST B ofwara miardopMa 3a JaHHM,
Kommcysta u areHumuTe, crefsa ha OefiCTBAT KATO NOCTABUMIM Ha HaHHM M mHa npegoctasaT Ha ECHA Bcyuuky otHOCHME
[IAHHM, C KOWTO PA3IOJaraT Wi ChXPaHsBar, 3a ga Obuar BbBegeHM B obumiata miaropma 3a maHHu. Korato areHimmre,
BKyTfountenHo camata ECHA, nmpegocrassr cBoute cOOCTBeHNM IAaHHM, T CTIefBa 1A IPEIOCTaBIT HEOOXOMUMUTE CTAHAAPTHN
MeTalaHHH, MHPOPMALS 30 KOHTEKCTA M ChOTBETHO KapTorpadupaHe Ha CTPyKTypara Ha obliata miatgopMa 3a JaHHU U [a
CITa3BaT IIPaBIJIATA 33 CTAHIAPTHY (GOPMATH ¥ KOHTPOIIMPAHY PEUHNMIIM, KOTATO TAKMBA Ca Hanmile. KOHTPOITBT Ha KauecTBOTo
Ha JTaHHWTE ¥ IPOBEPKUTE 3a ITBIIHOTATA HA TONABAHNUTE JAHHM CIIeNBA [ CE M3BBPILIBAT OT TbPBOM3TOUHMKA B CHOTBETCTBIE C
akTa Ha Cpr03a Ha MPOM3XOM, CHIJIACHO KOJTO MAHHMTE Ca MOHANeHM VMIIM TeHEPUPaHIL.

Pernamenrt (EC) 2018/1725 Ha EBponeiickust napiaMent u Ha Cbera ot 23 okrompyt 2018 r. OTHOCHO 3alurara Ha GU3NUeCKuTe JIULA BbB
Bpb3Ka ¢ 06pabOTBAHETO HA NIMYHM [AHHY OT MHCTUTYLIMKTE, OpTaHuTe, CIIyKOuTe 1 areHimute Ha Cbio3a ¥ OTHOCHO CBOOOIHOTO [IBMKCHME
Ha TaKyMBa [aHHM 1 32 oTMsiHa Ha Pernmament (EO) Ne 45/2001 u Pewenne Ne 1247/2002/EO (OB L 295, 21.11.2018 r., crp. 39, ELL
http://data.europa.eu/eli/reg/2018/1725/0j).

Pernament (EC) 2016/679 Ha Esponeiickus naprnament u Ha Cobpera or 27 anpuit 2016 r. OTHOCHO 3ammrata Ha GU3NUecKuTe JIMLA BbB
BpB3Ka ¢ 06pabOTBAHETO Ha JIMYHY IaHHM U OTHOCHO CBOOOIHOTO HBVKEHNE HA TaKMBA JaHHU M 3a OTMsHA Ha [upektysa 95/46/EO (06w
PernamenT oTHOCHO 3ammrata Ha mamuure) (OB L 119, 4.5.2016 1., crp. 1, ELL http://data.europa.eu/elijreg/2016/679]0j).

Pernmament (EC) Ne 182/2011 na Eponeiickust napnament u Ha Cbbera ot 16 despyapu 2011 r. 3a ycraHoBsiBaHe Ha oOwIyTe NpaBuiia
U TIPMHUMIN OTHOCHO pella M YCJIOBMATA 3a KOHTPON OT CTpaHa Ha [IbpXKaBuTe UIEHKM BBPXY YIPAXHABAHETO HA W3ITBIHUTEIIHUTE
npasomouwst ot crpaHa Ha Komucnsra (OB L 55, 28.2.2011 r., crp. 13, ELL http://data.europa.eu/elijreg/2011/182/0j).

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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3a ma ce rapaHTipa, ye upe3 oOlaTa maTdopma 3a TAHHN € HAMYHA afeKBaTHA 0a3a OT 3HAHMS 3a XuMuKasute, Kommcnsra
CrefBa Ia MOXe [Ja TOMCKA OT areHuMuTe Ja OCUIYPAT YCIyTM 3a XOCTUHI, NIa IOHAUbpXKAT M [1a NPENOCTaBAT Ha
obiecTBeHOCTTa upe3 obmara miargopMa 3a TaHHU OCBEH JAHHMTE, KOMTO Beue Ce IpeIaBaT Ha areHLMUTE KATo YacT OT
3aIIbIIKCHISITA CBITIACHO M30poeHuTe B mpuioxenue I mpaBHy aktoBe Ha Cbio3a MM IPYTM 3aIBIKEHMS, MPEIBULCHN
B HACTOSALIMA PEITIaMEHT, M JaHHM OTHOCHO XVMMMKAJIMTE, TeHepMpPaHM KaTo YacT OT INPOIpaMy MIIM M3CIIENOBATEICKM
nefiHOCTM Ha paBHMIeTo Ha Cbl03a, Ha HAUVMOHAIIHO WM MEXIIyHapOAHO pasHuule. KomucnaTa crensa ga OTnpass Takupa
VICKaHMs KbM areHIuuTe B ChOTBETCTBME C TEXHMTE IIPABOMOUIMA UM Bb3IIOKEHM 3amauy. [IbpxKapurte UIEHKM WM APYTH
CTpaHM, BKITIOYMTEIHO HALMOHAIIHM areHIMM, HayYHOM3CTIeNoBaTesICKM MHCTUTYTH 1 OPTaHM3aLMM OT TPETH IbPKaBHu, CledBa
Jla MOTaT Jia TPeIOCTaBST JaHHM OTHOCHO XMMMKAnuTe Ha areHuumre winy Ha Komucusra, KaTo M3IMON3BAT MOIXOMSIINMS
cTaHpapTeH GOpMar, KOraTo MMa TakbB. B Takmea ciyuan arexmuyre wim Komucusita, B 3aBUCHMOCT OT Ciiydasi, CleBa Ja
pewaT Jany na OpeocTaBaT yCIyTyu 3a XOCTMHT M J1a MOMIbPXKAT NaHHMUTE.

Hsixou BumoBe JaHHM TOHACTOSIIEM HE NOMANAT B MPABOMOLIMATA HA HMTO €IHA OT areHumuTe. 3a Ja ce OCUTYPAT SICHOTa
OTHOCHO OTTOBOPHOCTMTE HA aTeHIMUTE U e)eKTUBHO YIIpaBIeHNe HA TaHHUTE OTHOCHO XMMIKAIIUTE, OT areHIMUTE CIeIBa JIa
ce M3MCKBA [1d MPEOCTABST YCIYTU 32 XOCTUHT U [Id NOIAbPKAT CEUMPUUHN BUIIOBE NAHHM, KAKTO ¥ JId MPEIOCTABAT Te3M
BUIOBE MaHHM Ha obuwara mwiatgopma 3a maxHu. 3a tasu uen EAOC crersa ma ocurypsisa yCayri 3a XOCTMHI BbB BPB3KA C
[IAHHJ OTHOCHO KAYeCTBOTO Ha BB3[yXa B CTPAINTE ¥ JaHHM OT MOHMTOPMHIA HA OKOJIHATA CPefid, KAKTO M JaHHU OTHOCHO
KOHLEHTPALMMTE Ha XMMMKAJIM B YOBEUIKM EKCTPALENyIapeH MaTpMKC, HapuMep KPbB MM YpUHA (HApMYaHM TO-HATaThK
,IAHHM OT OMOMOHMTOPUHT Ha HACETIEHMETO"), KAKTO 11 [1a IPEHOCTaBsI Te3) IaHHM Ha oblwata matdopma 3a ganuu, a ECHA
CIIeIBA JIa OCHTYPsIBA YCITYTH 33 XOCTUHT 1 [Ia O'blie OCTABYMK HA TAHHM 3a o0lIaTa MiaTdopma 3a JTaHHY BbB BPb3Ka C IAHHN
OT MOHMTOPUHIA Ha PaGOTHOTO MSICTO, BKITIOUMTENIHO [AHHN OT GMOMOHUTOPMHI Ha HACENIEHMETO Ha PabOTHOTO MSICTO.

3a 11a ce 1onOOPY MBION3BAHETO HA AKATEMIUYHI TAHHI I J1a Ce pa3impy 6azaTa OT 3HAHNS 32 OLEHKKTE Ha GE30I1aCHOCTTa Ha
XMMUKaIIUTe M 33 BB3JEMCTBMETO HA XMUMMKAIINTE BBPXY YCTOMUMBOCTTAa HA OKOJHATA CPela, M3CIEIOBATENNUTE WA
VM3CTIETOBATEICKUTE KOHCOPIUMYMH, GMHAHCHPAHY IO NMHNS HA PAMKOBHUTE Iporpamu Ha Chr03a MITH, KOTATO € MPUITOKIMO,
HalMOHATIHUTE IIPOTpaMM, CjefBa I NMPENOCTaBAT B CHOTBETCTBME C IIPUHLMINA ,,OTKPUTY — HOKOJIKOTO € Bb3MOXKHO,
3aKPUTH — JOKOJIKOTO ¢ HeOOXOMMMO", BCUUKY TaHHY OT OMOMOHMUTOPUHT Ha HACENICHNMETO, KOUTO CHOMPAT I TeHepypar
B PE3yINTaT Ha IPOrPaMy 3a HAyUHM M3crefBaHus u passutye, Ha EAOC, u crierBa a pegOCTaBAT BCMYKM JaHHM, CBbP3aHM C
€KOITOTYHATA YCTOMUYMBOCT HAa XMMVKAIV MITM MaTepyant, Kouto cbupar wm rerepupar, Ha ECHA. [lo oTHoueHne Ha
[[AHHNUTE OT GMOMOHMTOPVMHI HA HACENEHMETO, MperncTapisiBau jnunu maHHu, EAOC yTouHsBa KakbB BUI JAHHM 1 Ce
TNPeoCTaBAT, TOECT JalM Te ca AHOHMMM3MPAHH, NICEBIOHUMU3MPAHY MM Pa3fo3HaBaeMy JTMYHU JaHHMU.

B KauecTBOTO Ci Ha areHIMsI, OTTOBOPHA 33 IAHHUTE OT MOHMTOPMHIA ¥ MHPOPMALMATA OTHOCHO XMMMKAIIUTE B OKOJIHATA
cpema, EAOC cbuio TpsibBa ma oTroBapst 3a CHOMpaHETO Ha AHHM OT OMOMOHMTOPMHT Ha HaceleHueto. Ts criemsa fia
TIPEMIOCTABS YCITYTH 3a XOCTUHT ¥ a TIO[UThPKa T3 TaHHM OT OMOMOHMTOPUHT Ha HACETIEHNMETO C M3KITIOUCHNME Ha TAHHM OT
OMOMOHNMTOPYHI Ha HACETICHMETO Ha PabOTHOTO MSICTO, 3a KOMTO CIe[Ba [a Ce MPENOCTABSAT YCIyIV 3a XOCTUHI U KOUTO
crensa na ce nogabpxar ot ECHA.

Areruymre u Kommcnsita crefpa na Morar ma 06pa0oTBAaT IAaHHM OT GMOMOHMTOPMHI Ha HACETIEHMETO, NpeICTABIIABALLN
yuuEy gaHeu. Thil KaTo HaHHMTE OT GMOMOHMTOPVMHI Ha HACENEHMETO, MPECTAB/ISBALM JIMYHM [AHHM, Ca CIELyaHa
KATEeropyst INYHY JaHHM, 3 MMEHHO 3[PaBHN TaHHY, areHumunTe 1 Komucusra crensa ga 00paboTBAT Te3u TaHHM CaMO KOIaTo
00paboTBaHeTO € HEOOXOMMMO O TPMYMHM OT BaxKeH OOLIECTBEH MHTepeC, KaKTO € ocodueHo B uieH 10, maparpad 2, Gyksa
x) ot Pernament (EC) 2018/1725, u 3a HayuHy M3CIENBAHNS, KAKTO € I0COYeHO B wieH 10, maparpad 2, Oyksa i1) oT chuims
periaMeHT. B HAacTOSIIMS PerfaMeHT CIIelBa [a Ce ONpEHeNsIT CIyvauTe, IIPM KOMTO € HAMLE TAKbB BaXKeH OOLIeCTBEH
VHTepeC KbM 00pabOTBAHETO Ha IAHHM OT GMOMOHMTOPMHI Ha HACeNEHNETO, PEICTABISBAILY JINYHY JAHHM.

[laHHM OT GMOMOHMTOPMHI Ha HACETICHNMETO, CBOPAHM NPENM BIIM3AHETO B CUJIA HA HACTOSLIMA PEINIAMEHT, CIlefBa fia ce
BKITIOYAT B 00LIATa IIaTdOpMa 32 JAHHM, 32 [ C€ OCUTYPAT ITBIIHOTATA U [PAKTUUYECKOTO 3HAUeHMe Ha HabOpUTE OT JaHHMU OT
OMOMOHUTOPVHT Ha HACENICHMETO 3a LEMNTE HA HACTOSLMS pernament. [lopamm tosa areHuymre v Kommcnsra crempa ma
Morar fa 06paboTBaT BCHUKM TMOJOOHM TaHHM, CHOPAHM NPETN BIM3AHETO B CHIIA HA HACTOSIINS PEITIAMEHT.

Arenuyyre v Komucusra crefsa MOrat na o0pa0oTBaT HaHHY OT OMOMOHUTOPMHT Ha HACENEHUETO, PENCTABILIBALIM JIMYHN
[IaHHM, 3a [1a OLEHABAT BB3HENCTBUETO HA XMMMKAIIMTE BHPXY 3PABETO HA YOBEKA M BHPXY OKOJIHATA Cpelia, da MpOCiiensBaT
BPEMEBITE M IPOCTPAHCTBEHNTE TEHICHLMM TPV EKCIO3MULMATA, [d OLEHSBAT HEOOXOMMMOCTTA OT PEryJaTOpHNM IeMCTBILS
VI 14 IaBaT MPMOPUTET Ha MOTOOHM NEVICTBHS, Ia HAaOMIONABAT BH3NCICTBIETO HA PEryNaTOPHMUTE IEMCTBIS 1 1A OAIOMArar
VI3TOTBSHETO Ha IMONMTMKM U CHCTaBAHETO Ha ¥ 3aKOHOMATENICTBO, BKITIOUMTENHO KATO IIPOBEXKMIAT HAYUHM M3CTIEIBAHMA 3a
Te3u Lenu. B mombiHeHue, KaTo ce MMa npemsun TsxHata mucust u TexHute nefiHocty, EAOC, ECHA, EOBX, EU-OSHA
1 Komucnsra crenisa na Morat 1a 00paboTBaT TaHHY OT OMOMOHUTOPMHI Ha HACETICHMETO, IPENCTABILSBALIM JINYHY TAHHM, 32
la pa3paboTBaT MOKA3aTeNy 3a PUCKA 3a 31paBeto ¥ Bb3meiictue Bbpxy Hero; ECHA, EOBX m EMA cremsa Morar fia
06paboTBar MONOOHM NaHHM, 33 [a M3BBPLIBAT MPEOBUICHUTE B 3aKOHONATENICTBOTO OLEHKM HA PUCKA M Ja MOIKPEIT
IIPEBUIECHOTO B 3aKOHOHATeICTBOTO ynpasnenue Ha pucka, a EAOC, ECHA, EObX u Komucusara ciema a Morar na
00paboTBaT OTOOHN NaHHM B KOHTEKCTA HA M3CIICBAHNATA, MPOBEKIAHM CHITIACHO MEXAHM3MA 3a TeHEPUPAaHe HA [AHHY,
cp3pageH upes Hacrosums pernament. EAOC u EU-OSHA crienBa cbino 1a MOrat ia 00paboTBaT HaHHY OT OMOMOHUTOPUHT
Ha HacelleHyeTo, MPENCTABIIABAIIM JIMYHY JAHHY, 33 1a MOJKPENAT IpefBuIeHaTa B 3aKOHOIATENICTBOTO OLEHKA Ha pyCKa
V1 IIPEIIBUICHOTO B 3aKOHONATENICTBOTO yIpaBIIeHne Ha prcka, a Komucusira crensa aa moxe f1a 00paboTBa Te3n NaHHM, 3a 1a
M3BbPUIBA MPENBYUICHATA B 3aKOHOHATENCTBOTO OLEHKA Ha PUCKA M NPENBUIEHOTO B 3aKOHONATENICTBOTO YIpaBleHue Ha
pucka. [Ipu 06pabOTBaHETO HA HaHHM OT OMOMOHUTOPMHI HA HACETICHMETO, IMPENCTABIIABALM JIMYHM JAHHM, areHIMuTe
u Komuensra crena na oOpbluiaT creuyaaHoO BHMMaHME Ha HEOOXOMMMOCTTA OT crnassaHe Ha wieH 13 or Permament (EC)
2018/1725.

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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3a ma ce rapaHTIpa, Ye ca HaNIle MOMXOMSIIN TAPAHIVM 33 OCUTYPSIBAHE HA 3aLIMTATA HA JAHHMTE OT OMOMOHMTOPMHI Ha
HacesieHMeTo, npencrapisisaim nudan ganau, EAOC cnepsa na mpenoctass Ha ECHA caMo aHOHMMM3MpaHV JaHHM OT
OMOMOHUTOPVMHTI Ha HaceleHnero ¢ uei BhBexmaHero uM B IPCHEM u B obuiata mardopma 3a manuu. [loHacrosiuiem
IPCHEM, xosito ce ympasnssa o Kommcusra, oOeyHsBa TaHHM OTHOCHO HATIMUMETO HA XMMUKAIM B PAs/IMYHM CPef,
BKJTIOUMTETHO BOJIA, TOYBA, BB3MYX B MOMEIIEHUSTA M M3BBH TAX, OMOTA, XpaHM M Qypaxm, Xopa ¥ MPOIYKTH. 3a 1a ce
V3BIIEKAT IOMI3UTE OT BBBEXIAHETO HA PA3NMUHM MHQOPMALVMOHHM CUCTEMM M & Ce TapaHTHMpa, ue JAHHUTE OTHOCHO
Ha/TM4IeTo Ha XMMUKaNy ca IOCTBIIHY 3a M3MON3BAaHE 3aelHO C IPyTuTe JaHHM OTHOCHO xmmukanmmte, ECHA cremsa ma
noeme ot Komncusra padorara ¢ [IPCHEM u na spsene [IPCHEM B o6uiata ratdopma 3a JaHHM KaTo €IHA OT OCHOBHUTE I
Crenyanyuaupanu yCIyTi.

3a {ma ce mpemOTBpAaTH MPEKbCBAHE Ha TeKyliaTa ekcroatamyst u ¢pyukumonupare Ha [PCHEM, ECHA cremsa ma BbBene
IPCHEM B obuata miatgopma 3a JaHHM 3aeOHO ¢ naHHuTe, Hamuay B [IPCHEM KbM MOMeHTa Ha BbBEXHAHETO. B chloTo
BpeMe, 3a J1a ce J1afie Bb3MOXKHOCT 3a ONTMMAsleH XOCTVHT U YIpaB/ieHne Ha JaHHUTe 3a HalmuueTo Ha xummKaru, Komucnsra
crefBa chllo Taka na npexsbpny Hammuaute B [PCHEM nannm na ECHA, EAOC unu EOBX ¢ uen ma ocurypAr ycyru 3a
XOCTUHT ¥ NOCNIENBAIIO aKTyalnu3MpaHe ChINIACHO CHOTBETHMTE MM IIpaBoMouIMsA. 3a fa ce rapantupa, ye ECHA moema or
Komucusra ynpasneryero Ha [PCHEM u 51 BpBexna B obuwiata matdopma 3a JaHHM, IOeMa ITbPBOHAYaNHNUTE HAOOPH OT
[IAHHM 11 Ch3[aBa afieKBaTHI MOTOL OT JaHHH, ¢ HeoOxommMo Ha ECHA ma ce mpeocTaBu OCTaTBYHO BpeMe 3a M3BBPILIBAHE
Ha Te3y AeCTBUA, a IMEHHO IO TPY TOIMHM OT JIaTaTa Ha BIIM3aHE B CMJIA HAa HACTOSALIMS PerfIaMeHT.

C 1esT a ce HaChPUAT M3MOM3BAHETO 1 XAPMOHM3MPAHETO H peepeHTHUTE CTOIHOCTI CPEJl OLEHNUTENNTE Ha PUCKA U JTHMIATA,
OTTOBOPHM 3a YINPABIEHMETO HAa PUCKA CBITIACHO Pa3MMuHMTEe MpaBHM akToBe Ha Cbl03a, M J1a Ce YIeCHAT CMa3BaHETo
M [pwilaraHero Ha perynatopuute pedepentau croiHocr, ECHA cnemsa ma ch3mame M NOAIbpPXKA XpaHWIMILE Ha
pedepeHTHN CTOMHOCTH, KOUTO Ca YCTAHOBEHNM WIIM IPHUETH CBINIACHO NpaBHUTE akTOBe Ha CbI03a, M30POCHI B IPUIIOKEHILS
[ u II. AreHuyire criena ma npenocrassit Ha ECHA pedepeHTHNMTE CTOMHOCTH, KOUTO ChXPAHSBAT MM YCTAHOBSIBAT KATO 4acT
ot csoute fejinoctu. Ocen Topa ECHA crerBa penoBHo Ha npermiexna npapHute aktose Ha Cblo3a 3a IIpyeTUTE CBIJIACHO
TsX pedepentHy crojtHocTi. C Ien ma ce ONarompusITcTBa JIECHMST JOCTBI Ha OOLIECTBEHOCTTA O aKTyalnHU pedepeHTHN
croiinoct, ECHA criefiBa 11a BbBele XpaHMWIMIIETO HA PeQepeHTHNM CTOMHOCTM B oOLaTa IiatdopMa 3a NaHHU Kato
CIeLManmM3Mpana yCiyra i ia BKIIIOUM B TOBA XPAHIINIIE BCUUKY pe)ePeHTHY CTOMHOCTH, KOUTO € MONyUnMIa Ui U3BIIIKIIA,
3a€[IHO ChC CHOTBETHUTE TaHHM 3a KOHTeKkcTa. ECHA crieniBa ma rapanTupa, ue Te3u CTOMHOCTM M Te3U JaHHM 3a KOHTEKCTa ca
mammusovetnmvy. ECHA creiBa fa BKITIOUM CBIIO TaKa B XPAHMIIMIIETO HA PeQepeHTHNM CTOMHOCTM BCUYKM HPYTH
pedepeHTHN CTOMHOCTH, KOATO CUMTA, Ye Ca OT 3HAYeHMe, M KOSTO ca eHepUpaHyu Karo wact or mporpamu Ha Chbio3a,
HalMOHATIHM MM MEXJIyHApOOHM TPOrpaMyu MIIM OT HayuHOM3CIEHoBaTencku mefiHocty, npemoctapenu Ha ECHA
B CTaHHapTeH (pOpMar, KOraTo TakbB Gopmar e HamyueH. [10 OTHOWIeHMe Ha pedepeHTHATA CTOMHOCT 33 KAHIEPOICHHOTO
[e/ICTBME Ha JafleH XMMUKAJL, 33 KOVTO He MOXKe Ha Ce ONpeNenyt MaKCMMAITHO PaBHMIIE Ha eKCIO3MIS, MOI KOETO He Ce
OuaKBa BPEHO B3IENCTBIE BHPXY 3[IPABETO HA YOBEKA, CIIEABA [Ia Ce OCOUM U CTATUCTUYECKMAT PUCK OT Bh3HUKBAHE Ha pak,
CBBP3aH C Ta3u pedepeHTHA CTOMHOCT, aKO ¢ U3BECTCH.

3a ;1a ce TMOBMIIM NPO3PAYHOCTTA, KAKTO M JId C€ Jale Bb3MOXKHOCT Ha OpIaHMTE MIa Pa3NoNaraT C IbIHM MpelIBapuUTeNIHN
3HAHMSI 33 BB3IIOKEHNUTE OT CTOMAHCKMUTE CYOEKTH M3CIIeBAHS, HEe3aBICUMO NAJH Te3M M3CIIEHBAHMS Ce M3BBPIIBAT OT CAMUTE
CTOMAHCKM CYOeKTHU MITM Ca BB3IIOXKCHN Ha BBHIIHY M3ITBITHUTENH, CTONMAHCKUTE CyOeKTH 1 TaGopaTopumTe CIiefBa [Ia MOAaBar
yBemoMIIeHye 10 6a3ata JAaHHM C YBEHOMIICHMs 3a M3CIedBaHUS, Ch3[aneHa i ympasisasaHa oT ECHA, 3a u3cnensanusra Ha
XVMMMKAIM, KOUTO BB3MIATaT 3a MPYBEXIAHE B CHOTBETCTBIE C PEryNaTOPHMUTE M3UCKBAHMS CBITIACHO IPABHMUTE aKTOBE HA
Cnro3a, m3bpoennt B mpunoxenne 1, act 1. Otmernso ot obuiara miat¢opma 3a manan ECHA crena a cp3naje u ynpasssa
0a3a TaHHM C YBETOMITEHMSIT 3a m3crensaHust. Tasy 6a3za JaHHM CriefBa [1a Oblie M3MON3BaHA 32 ChXPAHsBAHE HA CBbP3aHATA C
Te3M M3CIEIBaHWS MHQOPMAIMs, KaTo Ta3u MHQOpPMALMS CrelBa J]4 Ce pa3miexia Kato mnoseputenHa. OpraHute
VI HAaLMOHAIIHUTE NPAaBOIpPIIIATALIYM OPIaHM CJlefBa [d VMAT JOCTBI 1O 0a3aTa DaHHY, KATO CHLICBPEMEHHO Ce OCUIypsBa
0e30M1acCHOTO MpefaBaHe HA NAHHNUTE, KOWTO Ts ChIbpXKA. 3a [a Ce [aje HOCTAThYHO BPEME HA CTOMAHCKUTE CyOeKTH
1 11abOpaTopuUmTe 1a MOMIOTBST YBEIOMIICHNSTA 33 M3CIICBAHISTA, 3a[b/KCHIETO 38 YBEIMOMSIBAHE 33 M3CTIEIBAHIS CIIeIBa 1
3aIl0YHe 1a ce Mpuiara egsa 22 Meceua Ciiefl aTaTa Ha BiM3aHe B CMJIA HA HACTOAWIMS PEITlaMeHT.

Coriacho Pernamenrt (EO) Ne 178/2002 cronanckure cyOekTi u 1a0opaTopynte ca 3aIb/IKeHN [1a [IOIABaT YBEIOMIICHIE 10
0a3ata IaHHN C yBEIOMIICHNS! 32 M3CIICMBAHIS, Ch3[afieHa u yrpasmssana or EOBX, 3a macnemBaHusTa, KOMTO Te Bb3/arar
B MOIKpENa Ha 3asiBIICHME WM YBEJOMIICHNE, BbB BPb3Ka C KOMTO B IpaBoTo Ha ChI03a ce CHIBPXKAT Pa3ropendu, KoUTo
uancksat or EOBX na mpemoctasu pesyntati oT HayuHa AeifHoct. CrieoBaTenHoO, 3a 1a ce M3GErHe NpPeTOBAPBAHETO Ha
CTOMAHCKHUTE CyOeKTH 1 11abopaTopumTe, OT TAX He CIIeBA JIa Ce M3VMCKBA J1a MONABAT YBEIOMIICHNE 1 33 Te3) U3CIICABAHMS JIO
0asara TAHHM C YBETOMIICHIS 33 M3CIENBAHNS, Ch3faneHa u ynpaenssaHa oT ECHA CbITacHO HACTOSIIMSI PEITaMeHT.

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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3a [a ce OCUIypy ChITIACYBAHOCT MEXIIy Te3) [IBA MEXaHM3Ma 3a YBEIOMSBAHE 3a M3CTIENBAHNA, KAKTO 1 3a Ja ce TapaHTHpa
CUTYPHOCT 3a CTOMAHCKNUTE CYOEKTH, OT KOMTO Ce M3NCKBA [a IONABAT YBEIOMITCHMS 3a M3CICHBAHMSI, IPABIIIATA OTHOCHO
MyOIYHOTO OMOBECTSIBAHE HA YBEHOMIICHIS 33 M3CTICBAHMS CIICBA, KOrATO ¢ YMECTHO, [1a O3HAYABAT, Ye YBEIOMIICHISITA
CleiBa 1@ CTaBaT HOCTHIHM upe3 obuwiata miatdopMa 3a NaHHM CaMO CJie[l KaToO ChOTBETHATA PETMCTPALMS, 3asiBIIEHUE,
YBEIOMIIEHME WM [PYTO MOAXOMSIIO PEryfiaTopHo mocue Obie momajgeHa(o) mo chotBeTHaTa MHCTUTYLMs Ha Chro3a i
HaIMOHATTHA MHCTUTYIMS. 3a [a ce CTa3y MOBEPUTEITHOCTTA Ha CHOTBETHNUTE €eMEHTM Ha YBENOMIICHNATA 3a M3CTIeIBaHNS,
BBBEXIaHN B 00wIaTa marpopma 3a JaHHM, Korato Kommcnsra umm HAKos oT areHumute mpenocrasst Ha ECHA cporseTHata
PerucTpalus, 3asiBlieHue, yBelOMIIEHMe MM APYTO MOAXOAAUIO PErynaTOpHO JOCHe, Ts ClefBa J1a MOCOYM CBIIO KOM
e/IeMEHTH OT YBEIOMIICHNMETO 3a M3CNelBaHe TPsiOBa Ha Ce CUMTAT 3a IOBEPMUTENIHM, KOTaTO TO € BKIIIOYEHO B 0OuIaTa
maropma 3a maHHM. Kato MoBepUTENHM CIeBa [ia Ce TIOCOYBAT CaMO Te3M eNeMEHTH, KOTaTO ChIIMSAT €EMEHT € TO0COYeH
KaTo TMOBEPUTETICH B CHOTBETHOTO 3asIBIICHME, YBETOMIIEHME WIIM IPYro OTHOCMMO PEryNaTOpHO HOCKe B CHOTBETCTBME C
pasmopenéure OTHOCHO MOBEPUTENIHOCTTA CHINACHO akTa Ha Cbi03a Ha MPOM3XOM. 3a @A Ce yIeCHM CIa3BAHETO Ha
VBUCKBAHETO 3a yBemoMsiaHe 3a m3ciensare, ECHA u EOBX crefiBa ia cut ChbTpymHMYAT, 38 [1a TapaHTMPAT OOLL MOIXOM 3a
yCTaHOBsIBaHE Ha MHGOPMALINS, 32 KOSITO € IIOCTBIIUIIO YBELIOMIICHNE, C LM [1a Ce YIIeCH) IIPOCIICAMMOCTTa Ha U3CIIeBAHMSATA,
3a KOMTO € TMOCTBIIMIIO YBEIOMIICHME B TEXHUTE ChOTBETHM 0asi MaHHU. 3a mIa ce m30erHe HECUTYPHOCTTA 3a CTOMAHCKUTE
Ccy0OeKTH, MPOM3THYALLA OT CHLIECTBYBAHETO HA Be 63U [AHHM C YBEHOMIICHIS 3a M3CIEIBAHVS — €[HATA, YIIPABIIsABaHa OT
ECHA, a ppyrara or EOBX, ECHA cnensa ma ompeneny, B TscHO cbrpynHuuectso ¢ EOBX u cren KoHCynTaums cbe
3aMHTepPeCOBAHNTE CTPAHU, MPAKTMUECKUTE MEXaHM3MM 3a yIeCHSIBaHE Ha M3ITBIIHEHMETO Ha 3a[[bIKEHNETO 3a yBEeIOMSBAHE,
BKJTIOUMTETHO MOIPOOHOCTM OTHOCHO BUIA M3CTICHBAHMS, 3a KOMTO Ce M3MCKBA YBENOMSIBAHE.

Bobrpeky ue 3aIbiKEHMETO 32 YBENOMsABAHE 3a M3CIEABAHMA CBITIACHO HACTOAUIMSA PEINIAMEHT CrlefBa [a Ce INpusara
B KOHTEKCTa Ha BCUUKM NPaBHY akToBe Ha Cbi03a OTHOCHO XMMMKAJMTe, M30poeHu B mpuioxenue I, act 1, pasmumute
Ipolecyt 3a CHOMpaHe Ha CHOTBETHMTE IAHHM M OLEHKA Ha OE30MACHOCTTA CBHINIACHO Te3) aKTOBE MOXKE [1d CE Pa3iyuyaBar
3HAYMTENTHO 110 OTHOLIEHNE Ha mpolenypara. OCHOBHATA 1IeN Ha Ch3HaJieHaTa ChITACHO HACTOSIIMSI PeIaMeHT 6a3a DaHHM C
YBEOMITCHIS 33 M3CIIEHBAHMs ClIefiBa 1a O'be 0OeMHsBaHe Ha MHPOPMALIMSTA OTHOCHO BB3IIOKCHNUTE OT CTOMAHCKM Cy6eKTH
U3CIIEBaHMsA 3 XMMMUKaIM, Karo IO TO3M HauMH Ce OCUIYpU BB3MOXKHOCT 3a LEHTPAIM3MPaH U ITbIIEH IIperiel Ha
W3CITIENBaHNMATA, U3BBPIIBAHY B IOJKPeNa Ha 3asBIICHME, YBEIOMIIEHME MM DErynaTopHO HOCKe, TNPeIHa3HAueHo 3a
yBEOMsBAHE WMIIM TOJABaHE [I0 OpraH, KAKTO M Ha BCUUKM M3CIEABAHMA Ha XMMMKAlM, IIPOYYBAHM CaAMOCTOATENHO MM
B MPOIYKTH, KOMTO CTONAHCKMTE CyOeKTH Ca BB3IIOKMIIM B PAMKUTE HA OLCHKA HA PUCKa MM Oe30MacHOCTTa, 3a Iia ce
OCUIYPHU CHOTBETCTBME CHITIACHO NpaBHNUTE akTOBe Ha Cbio3a, M30poeHN B mputoxkenvie I [IpemBua Tasy e M OTUMTAiKN
daxrTa, ye mpomecuTe 3a OLEHKA CHIIACHO NMPAaBHUTE aKTOBe Ha CbIO3a OTHOCHO XMMIKAIUTe, M30pOeHN B mpuioxeHie I,
MOXe [Id Ce Pa3IMuaBaT 3HAUMTETHO, 6u OO M3BBH 0OXBaTa M LENMTE HA HACTOSIIVS PEINIAMEHT [d Ce M3MEHST Te3u
IIPOLIECH, OMpENIeNeHN ChITIACHO MpaBHITe akToBe Ha CbI03a, M3OPOCHN B IIPMIIOXKEHNE |, Upe3 HalaraHe Ha TOIbITHUTETHN
YCIIOBHMA 3a T€3M NPOLECH, BOTEIM HO INOTEHUMAIIHM TIOCTENMUIM 3a OCThIA [0 Ma3apa, KOUTO He Ca MPENBUIECHM B TE3U
mpaBHu akToe Ha Cbro3a. CrenoBaTeNHO He € 1enechOOPa3HO B HACTOSILIMS PEINIAMEHT [ Ce MPEIBVZKIAT MOCTeMMIIN,
CBBP3aHM C HECTa3BaHe Ha 3aIIBIIKEHMETO 33 YBETOMSIBAHE 33 M3CIICMBAHMS, KaTO Te3M, IPEMIBUIICHN B uleH 326 oT Pernament
(EO) Ne 178/2002 3a HecnasBaHe Ha 3aIB/KEHMETO 3a YBEINOMSIBAHE 33 M3CTENBAHMS ChITIACHO MOCOYCHNS PEITTAMEHT.

Hesasucymo 0T TOBa, 3a [1a ce FapaHTMPa CIIa3BAHETO HA 3AIB/IXCHUETO 33 YBEIOMSBAHE 3a M3CIICABAHNS ChITIACHO HACTOSILINS
PeINaMeHT 1 3a [1a Ce OTPA3sIT CIelMQUKUTE Ha OTAETHNUTE POLECH Ha OLEHKA, dKO MMa TaKMBA, AbPIKABUTE UIEHKM CIIe[Ba
[Ia YCTAHOBAT IPABIJIA OTHOCHO CAHKIMNTE, IPVIOXMUMI TPV HAPYIIaBaHe Ha TOBA 3a[[bIIKEHME, M [ HPeNIpueMaT BCUUKN
HEOOXOIMMM MepKM, 3a J1a Ce TapaHTMpa CMA3BaHETO Ha Te3u npasuima. Te3u CAaHKUMM CriefBa Ja ObIaT edeKTUBHIM,
TIPONOPLMOHAIIHY U Bb3IMPALIY, Thil KaTO HECIIA3BAHETO HA HACTOSIIMS PerfIaMEHT MO2Ke [ JOBefe 1O MO-MaJIKO HallexKIHN
OLICHKM HA PIUCKA, IIOPOIEH OT XMMMKAJM, KATO Ce Cb3[ABaT MOTEHLVANIHM PUCKOBE M CIIEHOBATESHO HEOIAarompusTHO
BB3MIEIICTBIE BbPXY 3[PABETO HA YOBEKA J OKOJIHATA CPefa.

C uen na ce Y7eCHM IIPUITAraHeTo OT CTpAaHA Ha IbPKABUTE YJIEHKY, ar€HIIMNTE, OTTOBOPHM 3a OLIEHKATa J IPENOCTaBAHETO Ha
HAy4YHM PE3YNTaTH, BKIIIOYMTEITHO HAYUHM CTAHOBMIIA, OTHOCHO PEryaTOpHM TOCMETA, ChAbPKALIM M3CIIEABaHMA, KOUTO
NomyIekar Ha yBEIOMSBAaHE J10 ECHA, cnemnBa, korato e YMECTHO, Ha CM CbTPYyIHMYAT U [a oOMeHAT I/[H(l)OpMaHI/IH C
MpapolpuiaraliuTe Oprany Ha ObpkaBaTa 4YiIE€HKa, 3a [1a UM ChJIECTBAT 1Ipy npoBepkata Ha CIIa3BAHETO Ha 3aIbIIKEHUATA,
NpEeOBUIEHN B HACTOSLUMSA PEITIAMEHT.

Boipeku ue cormacHo Permament (EO) Ne 178/2002 cren yBenomsisarero Ha EOBX 3a m3crienBanusi, Bb3/oXeHy 3a Lenmte
Ha TOJHOBSBAHETO HA paspelleHye WM OmOOpeHMe, Ce W3MCKBA 1M KOHCYNTAUMsl ChC 3aMHTEPECOBAHUTE CTPAHM
1 0oOLeCTBEHOCTTa, MOJOOHO M3MCKBAHE CHIIACHO HACTOSLIMS PErlaMeHT OM HANOXWIO HENpONOPLMOHANHA A MUHN-
crpatusHa Texect Bbpxy ECHA mpensia mumpokust o0XBaT Ha M3CIEBAHNATA, 32 KOMTO TPsIOBA [ TMOCTBIIBAT YBETOMITCHIS
CBITIACHO HAaCTOSAWIMA PEITIAMEHT.

ChbIIacHO MeXaHM3Ma 33 MOJaBaHe Ha yBEIOMIICHIIS 38 M3CTenBaHus, ycraHoBeH ¢ Permament (EO) Ne 1907/2006, korato ot
PETUCTpaHTHTE Ce M3MCKBA [ia NPOBeNaT M3CTefBaHNs, 3a 1a TeHEpMPAT TaHHM B ChOTBETCTBYE C U3MCKBAHMATA B IIPUITOKEHNMS
IX 1 X KbM NOCOUCHNMS PEIIAMEHT, Te TPsiOBa I'bPBO Ha MONAfaT npemioxkeHye 3a usnursae 1o ECHA. Crnen tosa ECHA
M3[aBa PelIeHIe, KOeTO M3JCKBA OT TSX 1a M3BBPIIAT M3cienane. Tasy peueHyst Moxke na GbIaT M3MaIeHN U KATO Pe3yrTar
OT NPOBEPKA 3a CBHOTBETCTBME WM OLEHKA Ha BEIECTBOTO CHINIACHO MOCOUYeHMs pernmament. C Len [ga ce MOBMIIAT
TPO3PAYHOCTTA ¥ IPOCTIEIMMOCTTA U 1 Ce YIeCH) eeKTUBHMAT MOHUTOPHHT Ha M3CIICMBAHISTA, Bb3TIOKEHMN VT IPOBEICHN
cbracHo perenne Ha ECHA B choterctsue ¢ uneHose 40, 41 umm 46 ot Pernament (EO) Ne 1907/2006, cronanckute
cyOeKTH CrIe[iBa 1a YTOUHAT B CBOMTE YBEIOMIICHIS 33 M3CTIEIBAHIS ChITIACHO HACTOSILINS PEITIAMEHT, Ye Te3U M3CIICHBAHIL e
BB3JIaraT MIIM M3BBPIIBAT B ChOTBETCTBUE C IIOCOYEHNUTE PEUIEHNS.

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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3a ;ma ce mOmOOPST KOOPHMHALMSTA M CHTPYAHMYECTBOTO MEXIY PAa3NiuHMTE OPraHM, M3BBPIUBALIA OLCHKM HA XVMMIYHM
Bemectsa B Cbro3a, 1 3a 1a Ce HAChpuy MOBMIIABAHETO HA NPO3PAYHOCTTA HA OLEHKMTE Ha XuMuuHuTe Bewecrsa, ECHA
CIIe[IBa [ Ch3MAMle M YIPaBisiBa 0a3a DaHHM ¢ MHPOPMALIMS 32 PEryIaTOPHM MPOLECH WK JeIHOCTH, KOUTO Ca ITAHMpPaHH,
TEKYIIM UM 3aBbPLIEHY OT [IbpXKaBuTe UNeHKH, HarmoHanHute arenunu, Komuensra u ECHA, EAOC, EOBX n EU-OSHA
¥ KOMUTETHTE, TIOCOYEHM B IpaBHuTe akToBe Ha Chr03a, n30poeHn B npumoxerye 111 KbM HACTOAIINS PEITIAMEHT, U [1a BbBele
Tasu Gasa maHHM B oOmaTa mmardopma 3a JaHHM, 33 ma Obe HOCTBIHA 3a OpraHute. VHGOpMALMsITa OTHOCHO TaKMBA
PerymaTopHy MPOLECH Wi AEHOCTY CIIefBa 14 BKIIFOUBA HAM-MAIIKOTO MICHTMYHOCTTA HAa XMMMKANA M MICHTUPUKALNATA,
CTaTyca M pe3yiTaTa OT PeryfaTOpHNs NPOLEC MM AEiHOCT, ako MMa TakbB. Tasdu MHPOpMALMst ChIIO criemsa ga Obme
npeocTaseHa Ge3 3a0aBsiHe M [a ce aKTyanuaupa upe3 mpolieca Ha oueHka. Cien odyuMATIHOTO HAYAIO HA MpoLieca MU
MeMHOCTTa Ta3u MHPOPMALMS CIIeMBA CHLIO M1a ObIe COMIEeHa ¢ OOUIECTBEHOCTTA upe3 obmara miatgpopma 3a JaHHH.

V3nonspaHeTo Ha M3NENMA WM IIPOIYKTH, KOUTO ChIbpKAT XMMMUKaIIV, MOXe J1a JOBENle IO eKCIIO3MLMS Ha Te3U XMMMKAIIN.
CrIe[10BaTeITHO € OT CHLIECTBEHO 3HAUCHIE [1A CE 3HAC 33 HAIIMUMETO HA XMMMKAIV B M3IEINS JUTH IPOIYKTH, 3 1a ce pasbepe
MOTEHLMATIHMAT PUCK, TTPOUSTHYAILL OT M3MOJI3BAHETO Ha Te3W M3MENMs MM MPOAYKTH, JIa Ce HAacouyaT MHOBALMMTE KbM
3aMsIHA B IPWIIOKEHNATA C Hall-BUCOK PUCK, KAKTO ¥ [Ia Ce MPeTOCTaBy MHGOPMALINS 33 TOBA JAIM M N0 KAKbB HAYMH Te3!
M3NeNVst M TPONYKTH MOraT ha Obuar peumkimpary OesomacHo. IToHacrosimeM ce HaGMIODaBaT MPOIYCKY B JaHHUTE 33
HallM4yieTo Ha ONacHM M JIPYTM BPEeOHM XMMMKalV B M3HENMATAa M NPOAYKTUTE Ha masapa Ha Cblosa. 3a Ja ce NOBMUIM
BUIMMOCTTA Ha Hamurmre nanum, ECHA crnemsa ma cp3mage m ympapnssa 6asa DaHHM, CHIBpPXKALIA JAHHM OTHOCHO
XUMMKAJIUTE B UBIEIMS M TPOIYKTH, KOUTO Ca TeHEPMPAHU MM NPEICTABEHM CHITIACHO NMPaBHM akToBe Ha Cblo3a, M3OPOCHN
B IpuioxeHye V, U Ia s BbBefe B oOuiaTa MIaTdopMa 3a NaHHM KaTo CIeUMANM3NpaHa yCIyra.

3a [a MOIKperns M HachpyaBa HayYHOM3CIIENOBATENICKaTa 1M Ppa3BOiiHA MHEMHOCT 1O OTHOIIEHME Ha aNTepHaTUBUTE Ha
BEIIIECTBATA, MOPAXNALIM Oe3MOKOCTBO, KAKTO M [ Ce MOMyIISpU3Mpa Bh3NpMeMaHeTo Ha nomobHu antepHarusy, ECHA
CIIefIBa [1a Ch3Jafie U YIPaBIIsiBa XPAHITHILE C TAHHM 34 alITEPHATUBY HA MIOTEHIMAIIHY BELIECTBA, TOPaXKIaIy Ge3MOKOICTBO,
ma cbOyupa DaHHWTE, MPemocTaBsHU OT Kommcusra, areHuuute, M CHOped CIydasi, KOMIETCHTHUTE OPraHM Ha [IbpXKaBUTE
WIEHKM, U 1a BbBEXKIA Ta3y 0a3a JaHHM B oOwIaTa miaropma 3a IaHHM Kato crenmansa ycryra. ECHA crensa cplio Taka ja
yrlecHsiBa OOPOBOJIHOTO IOJABaHE OT 3aMHTEPECOBAHMTE CTPAHM HA MHQOpMALMS 33 AITEPHATVMBM Ha BEIIECTBATA,
nopaxyauy Oe3MOKONCTBO, BKIIIOUNTENTHO MHQOPMALIMS 3a aNTEPHATMBHM TEXHONOIMM, WM 3a MATepUaiM, KOMTO He
VI3MCKBAT TaKMBA BEIIECTBA.

CbIecTByBAIIMAT POEKT 3a ympasnseanyst o ECHA ,MHCTpyMeHT 3a ThpceHe 3a 3aKOHOmaTencTBoto Ha EC B oOnacrra Ha
XMMMKAIUTE" yrecHsIBa HAMUPAHETO M YCTAHOBSIBAHETO HA IPaBHY 3aIbIIKeHMs, CBbP3aHM C U3MOI3BAHETO Ha KOHKpETeH
XuMVKAIL [TpOeKTHT € 0COGEHO MONe3eH 3a YCTAHOBSIBAHETO Ha [PABHITE 3ab/IXXCHILS Ha MAJIKUTE I CPEIHUTE IPEIIIPIUSITILSL
C uen fa ce 3acwm (yHKUMATA HAa NPOEKTA 3a IOIIOMATaHe HA CTONAHCKMUTE CyOeKTH, TOIl CilefBa Ha Oble MOCTOSHEH
v B 00XxBata My cremBa fa ObIaT BKIIIOUCHN moBeue mpaHy akroe Ha Cbrosa. 3a tasu uen ECHA crena ma cpOmpa
MHQOPMALIMST OTHOCHO NPAaBHUTE 3aIbILKEHNS, MPOM3TMYALIM OT MpaBHuTe aktoBe Ha Cbi03a OTHOCHO XMMUKAINTE,
u36poeH B mpusioxeHue | KbM HACTOSLMS perflaMeHT, 1 [1a BKITIOUN Ta3y MHopMaLys B o0IaTa mWiatgopma 3a JaHHH KaTo
Crenyanmuayupana yciyra.

3a [1a ce rapaHTVpa, Ye NAHHNUTE OTHOCHO XMMMKAJIMTE Ca JIECHO OTKpHMBaeM B oOlIaTa I1aTgopMa 3a JAHHM M Y€ BCUUKM
OTHOCUMM [JAHHM OTHOCHO ChOTBETHMS XMMMKAJl MIIM MaTepyall ca CBbp3aHM, BCEKM XMMMKal MIIM MaTepyall CriefBsa [ia ce
MAEHTQUIMPA UpPe3 YHUKATEH TEXHMUECKM MICHTMPUKATOP, M KOraTo € BH3MOKHO M € HAIIMYHO — YPe3 XMMIYHO
0003HaueHNe, KOETO IIOCOYBA MOJIEKYJIIPHATA CTPYKTypa, KAaTo ce B3eMAT MPEOBMN MPWIOXKMMUTE V3UCKBAHMS 32
TNIOBEPUTENHOCT. 3a [1a Ce TapaHTupa, Ye NaHHUTe OTHOCHO XMMMKAJUTe Ca ONepaTMBHO ChbBMECTUMM M CPaBHUMM, U JIa Ce
YIIeCHN TEXHMST aBTOMATHYEH M €JIEKTPOHEH OOMeH, areHuymre ¥ KoMycmsra ciielBa a CbXPaHsBaT JAHHWUTE OTHOCHO
XUMMUKAJIUTE B MOAXOMSIM, CBITIACYBAHM 1 ONMEPATMBHO ChBMECTMMM (OPMATH M [1a M3IONI3BAT CHITACYBAHM U ONEPATHBHO
CHBMECTMMI KOHTPOIIMPAHM pevHnuuu. B Hsikou oT m3bpoeHute B mpuroxenne I mpasun aktoBe Ha Cbi03a ce OMpETENsIT
IPOLIEIyPY 3a YCTAHOBSIBAHE MITM MPENOCTABsHE HA OOLIECTBEH TOCTBI 10 (OPMATH HA JAHHM, O-CIELMATHO 3a IOaBaHe Ha
[IAHHY OTHOCHO XMMMKAJIATE OT CTONAHCKM CyOeKTH WM [IbpKaBy wieHKN. Korato Takmea IpOLEIypy HE ChIIECTBYBAT
B m3bpoernte B npmtoxenye I mpasunu akrose Ha Cbio3a, areniymte v KomucusiTa ciiefsa ga ONpENENIsT, KOraTo € YMECTHO,
TMOIXOIAI GOPMATH 32 TaHHUTE OTHOCHO XMMIKAIINTE, KOMTO IOJy4aBaT M ChXPAHSBAT, KATO M30STBAT M3MOM3BAHETO HA
3alMTEHN C ABTOPCKM IPaBa CTAHIAPTH, M CHIIEBPEMEHHO M3IION3BAT, AKO € MOIXOMSIIO, QOPMATHTE, YCTAHOBEHM OT
OpraHuzanysTa 32 MKOHOMUYECKO ChTpymHudectBo 1 passurue (OVICP) i pyru MeXIyHapoOIHO HOroBopeHy (popMari,
M3ION3BAT CBUIECTBYBAIIM (OPMATH M OCUIYpSIBAT OINEPATMBHA CBHBMECTMMOCT CbC CBLIECTBYBALINTE IPOLENyPU 3a
IpefocTaBsiHe Ha JaHHM. Korato ompemernsit momoOHM (opMaryt M KOHTPOIMPAHM pevHmiy, areHmmure u Kommcnmsra
CIIefIBA, KOTATO € 1eTechoOpasHo, Na B3eMAT MPEIBHI YYaCTMETO M MPUHOCA HA IbPXKABMTE WIEHKM M 3aMHTEPECOBAHMTE
CTpaHIL.

Arenumure v Komucusra crefBa a ONpERENIAT IOIXOMSLM KOHTPOJMPAHM PEYHMIM 3a JIAHHM, KOUTO IONydaBar
¥ CbXDAHSBAT, I KOTaTO € YMECTHO, [a IM BbBelaT B codryep M GopMary 3a mogasade. OCBeH TOBA, 33 I Ce YIeCHN
0e3npOGIIEMHIAT eNeKTPOHeH 0OMeH Ha JaHHM upes obuiata 1iardopma 3a [aHHY, areHuyute u Komucusra crieisa oa ce
CropasymesT 3a HeoOxommmuTe OpPMATH M KOHTPOIMPAHM PEUHMIIN 32 MPENOCTaBsSHE Ha JaHHN Ha oOliata miathopma 3a
maHHu. Beeku mbT, KOrato areHumute Wi Komucusira ycraHossisar GopMaTyt miyt KOHTPOIIMPAHY PEYHMLIN, Te CIIeBa [1a CU
CHTPYIHNYAT, 33 J1a [APAHTUPAT TSIXHATA CINIACYBAHOCT 1 ONEPATUBHA CHBMECTMMOCT. 3 [1a Ce OCUTYPSIT e[IHAKBIU YCIIOBUS 33
M3UNCTBAHE HA pasiuuusi BbB OpMATMTE HAa JAHHUTE M KOHTPOIMpAHMTE pedHMuy, Ha Komucwmsra ciemsa ma Gbuar
TPENOCTABEHI M3ITBIIHUTEHY TIPABOMOLLIS.

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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C 1ern [1a ce HACHPYM OIIEPATMBHATA CHBMECTMMOCT Ha CHCTeMMTE C 0a3u JAHHM 3a XMMMKAIUTE M3BBH oOmara mmardopma 3a
maray, ECHA cremBa ma cp3page kato vacT or ofmara miatgopMa 3a NDaHHM XPAaHWINMIIE HA CTAHIAPTHM (QOpMAaTi
¥ KOHTPONMPAHN peuHnmii. AreHumure u KoMucusra crefsa na IpenocTaBsT Ch3TaneHuTe OT TSIX GOPMATH 1 KOHTPOIMpPaHH
peunuim Ha xpamwmero, a ECHA cremsa ma rm mpemocTaBst Oe3[IaTHO B eNeKTPOHHM (QOPMATM 3a UBIION3BaHE OT
paspaboTumimTe Ha cucTeMy 3a 033U DAHHM U OT OOLIECTBEHOCTTA.

MexnyHaponHaTa yenHakseHa 6a3a naHHy 3a xumydecka uapopmarst (IUCLID) e codryepHO mpunoxenie, npegHa3HaueHO
[la 3aI1CBA, CHXPAHsBA, NMOMIbPKA U oOMeHs naHHM OTHOCHO xumukaimre. ECHA paspaGorsa u mommspxa codryepa 3a
IUCLID n ocHosuust dopmat B chrpyarmuectso ¢ OVCP. IUCLID mpurmara Bcnuky xapMoHusuparn ot OVICP o6pasum,
KOMTO €3 XapMOHM3MpaHy ¢opmary, IorosopeHy Ha pasumumero Ha OVCP, ¢ uem ma ce ymecHM CTPyKTypMPAaHOTO
¥ TOCIIENIOBATENTHO JOKYMEHTUPAaHe Ha Pe3yNTaTiUTe OT M3MMTBAHMATA M CXONHMTE AHHM OTHOCHO XumuKanute. Thil KaTo
IIaHHUTe OTHOCHO XuMMKanute ce npefoctasaT Ha ECHA B IUCLID cbriacHo mpasHy akToBe Ha Cblo3a Kato Pernament (EO)
Ne 1907/2006 u pernamentn (EO) Ne 1107/2009 (*3) u (EC) Ne 528/2012 (**) Ha Esponeiickus naprnament u Ha ChBera,
ECHA B3ema akTMBHO yuactie B HempekbcHatoTo passutie Ha [UCLID u B IUCLID ce mpumarat craHgapTHute Gopmar,
moropopenn Ha pasuumero Ha OVICP, e momxomsmo 1 Heobxommmo mpn mpemocrassHero Ha ECHA Ha chmppakammre ce
B Te3M IOCMETa NaHHM A ce u3McKBa oT Komucuara u arenynre na usnonssar IUCLID 3a chOTBETHUTE YacTy OT HOCKETaTa
CBITIACHO ONpefeNieHy MpaBHu akToBe Ha Cbio3a, M30pPOEHN B NMPUIOXeHMe 1.

3a ;1a ce MOAKPEN! M3ION3BAHETO HA MPEMMHAIN PELEH3Ms TyONMKYBAHN [TAHHM OT M3CICMBAHNS B PEIyNaTOPHUTE OLCHKM
HAa XVMMUKAQIUTe M W3IBIHEHNETO HA 3aIb/KEHMETO [1d Ce OTYMTAT BCMYKM HAIMYHM [IAHHM IPU NMOTOOHM OLEHKM,
Komucysta u areHummTe cieBa Ja HachpuaBaT pa3pabOTBAHETO M MBION3BAHETO HA VHCTPYMEHTY M IPAKTUKY, YIIeCHSBALM
TOBA M3IONI3BAHE, BKITIOUMTENTHO Pa3pabOTBAHETO M M3ION3BAHETO Ha CTAHIAPTH 3a JOKNIAIBAaHE 3a TaKMBA NAaHHM, KaKTO
¥ VHCTPyMEHTH 3a ThPCEHE, CKPMHWHT M M3BIMYAHE HA CBHOTBETHNUTC IPEMMHATM PELEH3Ms MyONMKyBAHM IAHHU OT
ucrenanms. Korato Komycnsita iy efiHa OT areHImuTe yyacTsa B pa3pabOTBAHETO HA MOTOOHNM MHCTPYMEHTH M MPAKTHKI,
Te CIIelBa 1a CY ChTPYIHMYAT TSCHO U JId MPENOCTABSIT IOMOLL M0 IienechoOpasHocT. B mombiHenme Komucnsta crefsa ma
TIpeLeHN Ty I CH ChTPYIHIYM C HAYYHY M aKageMUYHM M3MATENM M C ONEpPaTopy Ha 0a3y JaHHM, B KOMTO € BKITIOYCHO
CbIbPKaHME OT PELEH3MPaHN CIUCAHNS, BbB BPb3Ka C XapMOHM3MPAHOTO OKNAfBaHe M M3MON3BAHETO HAa MHCTPYMEHTH 3a
ThPCEHE, CKPMHVHT I M3BIMYAHE HA [IPEMUHAIN PELeH3Ms! MyONVMKyBaHy JaHHY OT M3CTEHABAHMS, KOMTO Ca OT 3HAaueHNMe 3a
OILICHKATa HA XMMMKAIUTe, OT 6a3M NAHHM CbC ChIbPXKAHME OT PEUCH3MPAHM CIMCAHMS. 3a LEIUTe Ha CBOSITA OLICHKA
Komucusra crea 1a B3eme npemun ussbpiieHata o OVICP pabota 1o reHepypaHeTo, JOK/IAABAHETO M M3ION3BAHETO Ha
IpeMMHAIN PelieH3us MyOIMKyBaHY JaHHY OT M3CIICNBAHMS 3a PEryaTOpHM OLECHKIL

3a ma ce yBenMuy HaIMuMeTo 1 Ja Ce YIIeCHN U3MOI3BAHETO Ha MHQOPMALVS OTHOCHO €KOJIOTMYHNTE XApAaKTEPUCTUKY Ha
XMMUKaJIUTe IIpe3 Leusl MM KM3HEH LMKB1 M 33 A ce Jale Bb3MOXKHOCT 3a LJIOCTHA OLEHKA Ha BB3OENCTBUMETO Ha
XVMMVIKQJIUTe BbPXy OKOJIHATA cpena, KOMucMsTa ciielBa [a yCTAHOBM CHOTBCTHMTC HAHHU M MHQOPMALS, CBBP3AHU C
€KOJIOTMYHATA YCTOIMUYMBOCT Ha XMMMKAIIATE, BKIIIOUNTEIIHO, KOTATO € Haluile, MHPOPMALILS 32 TAXHOTO BB3HEHCTBIE BBPXY
M3MEHEHMeTO HAa KiIMMaTa, 3a ha Obmar BbBemeHu B oOmara miarpopma 3a manun. Cren Karo Kommcmsita ycraHOBM
CHOTBETHNTE CHLIECTBYBALI HAOOPU OT AHHNM OTHOCHO XMMMKAJIUTE, CBbP3AHMU C €KOJIOIMYHATA YCTOUMBOCT, M POCKTHPA
CHOTBETHNUTE CBbP3aHM QYHKUMM Ha Gasata manHu, ECHA crenpa ma ch3mane 6asa JTaHHM 3a CBBP3AHM C eKOJIOTMYHATA
YCTOIUMBOCT NAHHM, [1a CbOMpA TaHHM, NPETOCTABSHM OT KOMMCHATA, areHUMUTe, M KOTaTO € YMECTHO, OT M3CIIeHOBATeIN
¥ M3CTIEIOBATENICKY KOHCOPLIMYMY, pMHAHCHPAHN 10 JIMHIS Ha PAMKOBH mporpamyt Ha Cbr03a, KaKTO U OT [IPYTH CTPAHI, KO
¥Ma TaKMBa, M N4 BbBEXKMNA Tasy 0asa gaHHM B obmara muaropMa 3a IAHHKM KaTo CreLMAIM3MpaHa ycyra. 3a ma ce
TapaHTMPAT eIHAKBM YCIIOBUS 33 M3ITHIIHEHMETO HA 3a[b/IKCHISTA 33 YCTAHOBSIBAHE HA CHOTBETHMTE HAOOPM OT IAHHM
OTHOCHO €KOJIOIMYHATA YCTOMUMBOCT, Ha KomycusTa crenBa na ObOaT MPeloCTaBeHN M3ITBITHUTENHM PABOMOLISL.

Permament (EO) Ne 1107/2009 Ha Espomerickust mapiament u Ha CoBera or 21 oktompu 2009 I. OTHOCHO MyCKaHETO HA Ma3apa Ha
IIPOIYKTH 34 PACTMTENHA 3ALINTA I 3 OTMSIHA Ha mupektyisy 79/117[EVO u 91/414/EMO na Copeera (OB L 309, 24.11.2009 r., ctp. 1, ELL:
http:|/data.europa.eu/eli/reg/2009/1107oj).

Pernament (EC) Ne 528/2012 na Eporeiickyist maprament v Ha CbBera ot 22 Mait 2012 I. OTHOCHO IPENOCTABSIHETO Ha [Ia3apa 1 yroTpebara
Ha 6o (OB L 167, 27.6.2012 1., crp. 1, ELL http://data.europa.eu/elijreg/2012/5280j).

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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C men ma ce HaGMIOaBAa BDL3NEICTBUETO OT EKCIO3MLMS HA XMMMUKAIM BbPXY XOpara M OKOJHATA CPEMa, BKITFOYMTEITHO
KIIMMaTa, ¥ 33 IIa e Ch3mame 0aza OT 3HAHMS 33 M3MepBaHE HA e(EeKTMBHOCTTA HA 3aKOHONATENICTBOTO B OONACTTa Ha
XMMVKaIUTe IpY 3allMTaTa Ha 30paBeTO Ha 4obeka U Ha okonHara cpema, EAOC m ECHA cnensa chBMecTHO,
B coTpynHudectso ¢ EOBX, EMA, EU-OSHA n Komucnsra, a paspaboTBaT 1 peloBHO [a aKTyaIM3Mpar, Hali-Mako Ha
BCCKM NIBE TOAVMHM, PaMKa OT IOKasaTelyu M [a TO MpeHCTaBsir nox ¢opmara Ha MHGOpMaimoHHO Tabmo. Koraro
€ 11enecbo0pasHo 1 JOKOJIKOTO € Bb3MOXKHO, PAMKaTa OT [OKA3aTely CrefIBa a BKITIOYBA arpernpaH TepUTOpHArIeH MoKa3aTer
3a pUCKA HAa IONXOISIIM reorpadcky HiBa, 3a Ja ce HAONIONABaT BpeMEBMTE M MPOCTPAHCTBEHWTE TEHICHIMM MPH
eKCIIO3ULMATA HA HACCTICHMETO HA XMMUKAIM M PUCKOBETE 3a 3[PaBeTo, cBbp3aHM ¢ nomobHa excrosuums. EOBX, EMA,
EU-OSHA u Komucnsra crieria peoBHO ga npegoctast Ha EAOC Bcuuky HalMyHM JaHHY, KOMTO ca B 00XBATa HA TEXHNUTE
NpaBOMOIIMS. M Ca OT 3HAYeHMe 3a ycTaHOBsBaHeTo Ha mokasarenmte. EAOC m ECHA cremsa ma BbBegaT TOBa
MHPOPMALMOHHO Ta0JIO C MOKA3aTesy B O0MaTa MIaThopma 3a TaHHMU.

C HacTosMS PeraMeHT CrefBa Ha Ce Ch3[ale CUCTeMa 3a PaHHO MpEHyNpexIeHyue U 3a JeICTBME 3a YCTAHOBSBAHE Ha
HOBOBB3HMKBALINTE PYCKOBE, OPOMICHN OT XMMMKAJIM, ¥ 33 Ch3[laBaHe HA YCIIOBMS 3a PEryrIaTOPHM MOCIEABAIIN HefiCTBUS
BB BPb3Ka C MOTOOHM PUCKOBE. 3a [a MPEIOCTaBM Bb3MOKHOCT 32 YCTAHOBSIBAHE M OLICHKA HA HOBOBB3HMKBALIM PHCKOBE,
nopomenn or xumykamy, EAOC cmempa ma paspabotu u 00600mm MHYOPMALMS OTHOCHO CHUTHASIATE 33 PAHHO
IpeyIpex/eHne, 1a M3OTBI rofuiieH 06001eH TOKIIaN U [a ro npeicraByu Ha opranure. B paGorara cu EAOC rpsioBa
[ld BKIIIOYBA CBOM COOCTBEHNM M3TOUHMIM M LEJIEBM ThpCeHMs B MyONMMKALMM M CIeBa [a M3ION3Ba MH(OPMALMS OT
HALMOHATTHNTE CUCTEMM 3a PAHHO NPENyNpeKiueHNe, KAKTO 1 Habopu OT maHHM ot Karanora Ha EC Ha Habopute OT maHHH,
u3rotBeH cbriacHo Permament (EC) 2025/327 na Eponeiickust mapnament u Ha Cosera (14). Tst cremBa cblio Taka fa
BKJTIOUN OTHOCHMA MHQOPMALIIS, KOSTO € Pe3yITaT OT CBbp3aHata ¢ Bbmpoca pabora Ha ECHA, EOBX, EU-OSHA, EMA
¥ TEXHUTE MpexXM, Kato 3amadara Ha EOBX ma ycraHoesiBa u cbOupa MHQOpMALMs 32 HOBOBB3HMKBAIIM PYUCKOBE CHIJIACHO
Permament (EO) Ne 178/2002. EAOC crenBa na mpenocTasy 06061eHyIs! TOKIAM ¥ CBbP3aHNUTE C HETO TaHHM upe3 obuiata
miardopma 3a JaHHM, KaTO OCHIYpM MyOnuueH IOCTBI O JAHHMTE M JOKIANa M W3MOM3BAHETO MM 33 MO-HATATBLIHM
[e/CTBUS IO OTHOLIEHME HA CHLIECTBYBAIIM ¥ HOBOBB3HMKBALIM PUCKOBE, CBbP3aHM C XMMMKANM, IPYIM OT XMMMKaiu
M KyMyJIaTMBHA CKCIO3MIMS Ha XMMMKamu. 3a ma ce dafe mOcTaThuHO Bpeme Ha EAOC ma oprammsmpa cpOypanero Ha
CHUTHAIIM 34 PAHHO IIpelyNpexeHye 1 1a 0000wy 1 aHamM3upa mppsoHadaHata uHpopmaumst, EAOC crensa ia npemcrasu
IbpBYS NOKJIA[ €fBa WIECT Mecena Ciefd Kpas Ha ITbpaTa KaleHAApHA TOMMHA CJe[l BIIM3AHETO B CMIIA HA HACTOSIINS
pernament. Bb3 0OCHOBA Ha PMCKOBETE ¥ TPEIyNPEAMTEIHITE CUTHAIIN, IOCOYCHN B IOKIIA[a, OPraHuTe CIefBa Aa OOMUCIIST
TPENNPUEMAHETO Ha PErynaToOpHM HeNCTBUS, HEVICTBMS B PaMKMTE HA IOIMTMKATA MIIM JECTBUS 33 OCUIypsiBaHe Ha
TPMIIATaHeTo M CIefBa [a IPeHoCTaBsT 000CHOBKA, aKO PellaT [Ja He IpemnpyemMar gericTsus. HOBOBb3HMKBALINTE PUCKOBE,
TIOPOIIEHM OT XMMVKAIIM, YCTAHOBEH!) B CUCTEMATa 33 PAHHO MpEIyNpexIeHNe 1 3a IeiiCTBIe, ChIIO CIIeBa [Ia Ce CYMTAT 3a
LeHeH M3TOYHMK Ha MHQOpPMALUIS TPY ONPEHeSIHeTO HA MPUOPUTETUTE 3a CTPATETMUECKOTO IUIAHMPaHe Ha ,XOPUM3OHT
EBpoma“ — pamkoBata mporpama 3a HayduHyM W3CTe[BaHMS ¥ MHOBaumy, ch3papeHa ¢ Permament (EC) 2021/695 wa
Espomeiickust maprnameHT u Ha Cbgera ().

Ipes tonm 2017 1. mo uckane Ha Kommcusita ECHA cwamane Esporneiickata oGcepsatopust 3a HaoMatrepuamu (EUON),
B KOSITO Ce ChOMPAT ChILIECTBYBALIM NAHHM M MHOpMALMst OT 6a3u HAHHM, PETUCTPU U U3CTENBAHMS M CE TEHEPUPAT HOBM
[IAHHM 4pe3 U3CIedBaHus 1 POyuBaHMsA HAa HaHOMaTepuajuTe Ha masapa Ha Cpbio3a.

ECHA crensa ga npogsiku ga yipasisisa EUON u ma st mpeoOpasysa B 00cepBaTOpiist 3a CeLMUUHN XUMIKATN 1 TPYIIN
OT XVMMKAIIA C IOTEHIMAT 1a IONPUHECAT 32 HOBOBB3HMKBALLM PUCKOBE, IOPOIEHN OT XMMMKAIH (,00cepBaTopusira“), KOsITo
crierIBa Ja 00XBallia M OPYIM XMMUKAIM Y MHOBATUBHY (PaLlMOHAIIHO NIPOEKTUPAHU CIIOKHMU ,yChBbPLICHCTBAHN) MaTepUaIH,
n30pany or Kommcnsra, KaTo M3MONI3Ba, KOTATO € MOOXOMSIIO, CUTHAIM OT CUCTEMATa 3a PaHHO MpefynpexieHne 1 3a
meficreue. Emmu or kpurepumre 3a mombopa Ha XumyKanure 3a oOcepsaTopysTa CrefiBa a Gble TSXHATA MHOBATMBHOCT
¥ TIOTEHUMAIIHOTO MM Pa3pyLUMTENIHO BL3ICHCTBYE, KOMTO MOXKe Ma HONPMHECAT 33 HOBOBb3HMKBAIL PUCK, TIOPOHEH OT
XuMyKau. [Ipyr kputepuii 3a u3bop cremsa na Gboe IO-BICOKATA CTEIEH HA HECUTYPHOCT OKOJIO XVMMUKAJIUTE, ¥ MOyt
I0-MAJIKOTO PeryJaTopeH OIWUT IO OTHOIICHME HA TSX, IPOM3TUYALIATA OT TOBA HEOOXOOMMOCT OT NOIbIIHUTENIeH KOHTPOII
u npospaunoct. C o6cepBaTopysITa CIIefBa [1a Ce YIECHST PerynaTopHOTO IpUIIaraHe i OTTOBOPHOTO M3ION3BAHE HA MONOOHN
XUMMKAJIM 4pe3 ChOupaHe, TeHepupaHe 1 PaspoCTpaHeHMe Cpel OOLIECTBEHOCTTA Ha HafeKIHa MHPOPMALS 3a CBOJICTBATA,
yrorpe6aTa 1 Na3apHOTO NPUCHCTBIE HA M3OPAHN XMMMKAIINL.

Pernament (EC) 2025/327 na Epomneiickus napiament un Ha Cobera ot 11 despyapu 2025 I. OTHOCHO €BPOIE/CKOTO IPOCTPAHCTBO Ha
3[IpaBHY IaHHM U 3a u3MeHeHvie Ha [upekrusa 2011/24/EC u Pernament (EC) 2024/2847 (OB L, 2025/327, 5.3.2025 1., ELL http://data.
europa.eu/eli/reg/2025/327 oj).

Pernamenr (EC) 2021/695 na Esponesickis mapnament u Ha CbBera or 28 ampmn 2021 1. 3a cb3gasae Ha PaMKoBaTa Iporpama 3a HaydHH
V3CTIeNBAHMS 1 MHOBaiyy , Xopn3oHT EBporma“, 3a ompenensine Ha HejfHNTe TIPaBUIa 3a yUacTye 1 pasnpoCTpaHeHNe Ha Pe3ynTaTuTe 1 3a OTMAHA
Ha permamentyt (EC) Ne 1290/2013 u (EC) Ne 1291/2013 (OB L 170, 12.5.2021 r., ctp. 1, ELL http://data.europa.eu/eli/reg/2021/695/o0j).

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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(57)  Obcepsatopusita He CIiefiBa 1a Ce PasINeRia KaTo 3aMeCTITeN Ha HeoOXOMMMITE MIeIICTBIS 32 yIPABIICHNE Ha PUCKA 33 BCCKM
XUMMUKAIT B CIy4auTe, KOTaTo € YCTAHOBEHA OMACHOCT WM PUCK. 3a [ ce ocurypyt eQyKaceH ¥ MOCIENOBATENeH MOIXOM 3a
TeHepUpaHe M PaslpoCTpaHeHNe Ha LsUTaTa Tasy HombiHutenda uapopmauns, ECHA cremsa ma HaGmonasa pabotara Ha
olcepBaTopHLsITa M 13 IIPEIIOCTABSI PEIOBHO aKTyalM3MPaHITe TAHHN M MHPOPMALISL, KOUTO CbOMpa, upe3 obwiara miardopma
3a IAHH WM 4pe3 OPYTY KOMYHNMKALMOHHY KaHamu, criopen ciyyast. C LelT Ja ce OCUIYPST eIHAKBY yCIOBHS 33 IIPUIIATAHETO
Ha TOBA M3VCKBaHe 33 M300p Ha XMMMKANM, KOUTO 1 OBIAT BKIIOUEHN B oOcepBatopusita, Ha Kommcnsra crenpa ga Gbmat
TPENIOCTABCHI M3ITBIHUTETHY IPABOMOLLIVS.

(58)  Cwrmacto Pernament (EO) Ne 178/2002 EOBX Mmozke ma Bb3/ara o OTKPUT M IPO3PAueH HAUMH HAYUHNUTE M3CTICIBAHIS, OT
KOMTO Ce HYXJae, 3a Ia M3ITBJIHM MUCUSATA CH, KaTo ChIIEBPEMEHHO Ce CTpeMH Ha M3berHe IyOnupaHe ¢ M3CIEIOBATENICKM
IporpaMu Ha abpxasute unieHKu mim Ha Cproza. ECHA crenBa cbuio 1a MOXe B PaMKUTE Ha CBOMTE IIPaBOMOILMA J1a Bbh3JIara
¥ M3CIIEHBAHIS 33 IIOJTyYaBaHe Ha MOIXOMSIM TAHHM U MHQOPMALNS OTHOCHO XMMMKAIIATE Y TPYIHUTE OT XMMMKAIIN, KaTO
CBIIEBPEMEHHO 3aNla3Ba MPVHINIA, Ye TEXKECTTa 3a JOKa3BaHe HA CHOTBETCTBMETO ChC 3aKOHOMATENCTBOTO Ha Cbloza
B 0071aCTTa Ha XMMMKAJTUTE OCTaBa 33 HOCELIOTO OTTOBOPHOCT JIMIIE, M Ce CTPeMU 1a y30erHe myOmupaHe ¢ M3CIEIOBATENICKM
TPOrpaMi My TIPOrpaMy 3a U3ITbITHEHNME Ha Tbp:KaBuTe uneHKyu unu Ha Cpioza. Ocsen Toa ECHA criefiBa f1a Bb3anara Takusa
IIPOYYBAHISI 10 CBOSI COOCTBEHA MHMIMATIBA WIIK 110 MICKaHe Ha KOMMcusITa, ¢ 1Ll Ja MOAIOMOrHe epeKTUBHOTO 1 epiKacHO
TNpuUIaraHe M OLEHKA Ha NpaBHMTE akToBe Ha Cbr03a OTHOCHO XMMMKAQIMTE B PAMKMTE HAa CBOMTE IIPAaBOMOIIMS M 1A
fonpyHece 3a pa3paboTBaHeTo Ha mommtika Ha Cblo3a B obmactTa Ha xuMukasiute. Korato momyuasaHero Ha mpoba ot
BELIECTBO MM CMEC € IPEMBapUTEIIHO YCIIOBME 3a MPOBEKHaHe Ha Hayunute uscnensanus, ECHA cnensa pga momyun or
CTOMAHCKMS CyOeKT O3[UIaTHO M Ipu IMOWCKBaHe HeoOXomuMata Mpoda, BKIIIOUMTENIHO, KOrAaTO € IpPWIOKIUMO,
XapaKTepUCTHKA HA BELIECTBOTO miy cMecta. Korato cromaHcky cyOekT mopage OOOCHOBAHO VCKAaHE 33 IOBEPUTEITHOCT
BB BPb3Ka C MH(OpMALIMSITa OTHOCHO Obpasera, Kosiro npenocrassi, ECHA crersa ma criassa Tasu nosepurenHoct. Koraro
€ YMECTHO 11 Bb3MOXHO, NPY Bb3NaraHeto Ha uscneasaHe ECHA crena na nasa npuopuTeT Ha M3MON3BAHETO HA YTBHPHEHN
METOIIM, KOMTO He BKITIOUBAT M3MUTBAHNS BBPXY KMBOTHM, KATO MBIUTBAHMS BbPXY TPBOHAUHM KMBOTHMU CE M3IONI3BAT CAMO
B KpaeH Cilyyail.

(59)  3a ma ce cpbepe MHQOpMAuMsT OTHOCHO EKCIIO3MLMATA HA €BPOIENCKMUTE IPAaXIaHM HA XMMUKAIM, 13 Ce IOIIOMOTHe
eeKTUBHOTO IIpWIaraHe ¥ OLEHKA HA IpaBHMTe akToBe Ha CBI03a OTHOCHO XMMMKAIMTE M Jid Ce MOIpUHECe 3a
paspabotBaHeTo Ha BceoOxBaTHa monmmTnka Ha Chpoza B obnacrta Ha xummkammre, ECHA u EOBX, B chTpymHMuecTBo ¢
EAOC, crenBa fia Bh3MOXKAT MPOyUBaHe 32 OMOMOHUTOPYHI Ha HacerneHueTo B uemyst Chro3. [[bpxKaBuTe UICHKN CIenBa fa
corpyannyat Ha ECHA, EOBX n EAOC npu nnanupaneTo ¥ OpraHM3MpaHEToO Ha TOBa NMPOYYBaHe U CIIe[Ba [1a TPeIOCTaBsT
HeoOXOMIMMaTa TeXHMUeCKa U aIMMHICTPATUBHA MofKpena Ha crpanute, ¢ kouto ECHA umm EOBX ca ckirounu gorosop 3a
B3eMaHETO Ha MpOOM, 3a [a Ce YNeCHM B3eMaHETO Ha IpoOM Ha TSIXHA TEPUTOPMS M [Ia Ce TapaHTupa, ye mpobure ca
JIOCTATBYHO TPEICTABUTENHN. [IPOyuBaHETO 3a OMOMOHMTOPVHI HAa HACENEHNMETO CIIefBA [d CIa3Ba CTMYHMTE CTAHIAPTH
VM CTAHJAPTUTE 33 NMOBEPUTENHOCT. Kato B3ema MpemBui OMMTA, HATPYNAH OT TOBA NPOYYBAHETO 33 OMOMOHMTOPMHI Ha
Hacenenuero, Komucnsra crieqsa 1a oueHy Letecb0Opa3HOCTTa Ha TOBA 1a M3MCKBA IIPOBEKIIAHETO HA PEIOBHY IPOYUBAHLS
34 OMOMOHUTOPMHI Ha HACENCHNETO, KAKTO 1 HeOOXOIMMMUTE PeCypcH 3a TAKMBA IPOYUBAHMS M HAUMHUTE 3a BKIIIOYBAHE Ha
ITbPKABUTE WICHKN B TsX. B 3aBucumoct or pesynrarute oT Tasu ouerka Kommciusra ciemsa ga oOMMCITI PENCTABSIHETO Ha
3aKOHOJIATENTHO MPEMUIOKEHNE.

(60)  3a ma ce rapaHTMpa ONTUMAIHOTO (YHKIMOHMpPAHE HA HACTOSILIMS PETTIAMEHT M I Ce CIIeHM Pa3BUTHETO HA TeXHOIOTMUTE
¥ 3aKOHONATEIICTBOTO, KOMMcHsTa ClielBa 1a M3BbpIIM OOLIL Iperriel] Ha HACTOSIUIMS PernaMeHT U NIa TPEACTaBy JOKIal Ha
Eporeickust nmapiaMeHT ¥ Ha CbBeTa, IPUIPYKEH, aKo e LieiechboOpa3Ho, OT 3aKOHONATENIHO NpeluloxKeHye. B moxmnana
CIIefBa [ Ce OLEHM IOCTUTHATMAT HAalpedbK BbB BPb3KA C IPUIIATaHETO M YHKUMOHMPAHETO Ha oflara miardopma 3a
[IAHHM, TOBA [/l HACTOSUIMST PEINIAMEHT € MOCTUTHAN LENUTe CH, M IO-CIELMATIHO C OINe[ Ha [0-I00pPO MOBTOPHO
M3IONI3BaHE HA AHHMTE B IpaBHUTE akToBe Ha Cbio3a, M3OPOCHN B MPMIOKEHUE [, M pasnperessiHeTo Mo MOIXONSL] HaunH
Ha HeoOXOIMMMUTE pecypeyt Mexmy areHummre 1 Ha Komucusra.

(61)  3a ma ce KOpWrMpa ChIbPKAHMETO Ha TPUIIOKeHME I, B KOETO crefBa Ia ce M30posT BCUUKM TPaBHM akToBe Ha Cbio3a,
CBITIACHO KOUTO CE TEHEPUPAT MM TONABaT Ha areHUMMUTe MM Ha KoMycusTa JaHHM OTHOCHO XuMMKanute, Ha Kommcmsra
crensa ma Oblie [ENErMpaHo NpaBOMOUMETO 1A Mpuema aktose B chotBercteue ¢ uineH 290 or [JQEC B Bpb3Ka €
VM3MEHEHIETO Ha mpuiioxkenue | upes mobassiHe Ha HOBM MpaBHM akToBe Ha Cbi03a, CBITTACHO KOMTO CE EHEPUPAT WIIN
TOJaBaT OTHOCUMM NAHHM ¥ MHGOPMALIMS 32 XMMMKAIIUTE, BE[HAra Clell KaTo Te3y MpaBHM akToBe Ha Cbio3a BIIS3AT B CHIIA
ui GBIIAT NpepasIiieaHy, OCBEH aKO He ¢ MPEIBUIICHO JIPYTO.

(62)  3a ma ce KOPUIMpa CHIBPKAHMETO Ha npuioxkenue II, B KoeTo crefsa a ce U3OPOST CHOTBETHUTE pedepeHTHU CTOHOCTH,
IIPOM3TUYALLI OT PUITATAHETO Ha IpaBHITE aKToBe Ha ChI03a, M3OPOEHN B IPUIIOKEHME I, 4acT 2, M KOMTO Ce ChXPAHSBAT OT
EMA, Ha Komucusra crenpa na Obiie IeneripaHo paBOMOLIMETO [1a [pueMa aktose B choTserctsye ¢ wied 290 or IQEC no
OTHOIICHME HA M3MEHEHMETO Ha mpuloxkenue II, Koraro, Kato ce B3emar IpedBii LM(POBM3ALMATA M ONEPATUBHATA
CBBMECTMMOCT Ha pedpepeHTHNUTe CTOIHOCTH, ChbXpaHsaBaHyu oT EMA, KakTo 1 [OMe3HOCTTa Ha CTOMHOCTUTE 3a IPYTM 00racTu
Ha IOJIMTYKATA U 33 IPWIATAHETO HA JOCTVKEHMATA HA NpaBoTo Ha Cbio3a, ¢ HeOOXOMMMO Ha ce M30POST JOITBIIHUTEIHN
pedepentHu cTOMHOCTH.
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(63) 3a ma ce Kopurmpa chIbpKaHMeTo Ha mpunoxenne III, B KoeTo cremBa ga ce M30pOST BCMUKM MpaBHM akTose Ha Chio3a,
CBITIACHO KOMTO KOMIIETGHTHWUTE OPIaHM Ha IBpPXKABMUTE UIEHKM, areHuuMmuTe miny Kommcusra IpeanpyueMaT peryrmaTopHU
TPOLIECH OTHOCHO XMMMKAJIV WV TPYIIN OT XMMUKany, Ha Komucnsra crensa na Obe eeripaHo IpaBoMOLIMETO [ia pyeMa
akToBe B cbhotBeTcTBME ¢ wieH 290 ot [IPEC 1o oTHOuIEHME Ha VI3MEHEHMETO Ha npunoxenve [II upes nobassiHe Ha HOBY
npaBHM akToBe Ha Cbl03a, CHITIACHO KOUTO CHOTBETHUTE PETYIIATOPHM IIPOLECH OTHOCHO XMMMKAIIM MM TPYIIM OT XMMUKAIIU
ce TpeHNpreMaT OT KOMIeTEHTHUTe OpTaHM Ha IbpXKaBUTe WIEHKN, areHImure i Kommcusra, BegHara crel KaTo Te3u
npaBHy akToBe Ha CbrO3a BILSI3aT B CMyIa Wiy OBIAT MpepasIeNaHy, OCBEH aKO He € MPEIBIUICHO APYTO.

(64)  3ama ce Kopurmpa ChITbpXKAHMETO Ha TPUIIOKeHNe V, B KOETO CIIeMBa M1 ce M3bposBat mpasHuTe akToBe Ha CbI034, ChITIACHO
KOUTO Ce TeHepMUpaT MM HPENCTaBAT Ha areHUumTe MM Ha KomucusTa HaHHM OTHOCHO XVIMUKAIUTE B M3HEINs WM
nponykTy, Ha Kommcusira crensa aa Obae menernpaHo MPaBOMOLIMETO [a IpueMa akToBe B ChOTBETCTBME C uieH 290 or
IOQEC no oTHOMIeHMe Ha U3MEHEHMETO Ha npusioxenue V, Kato Jo0aBst BCeKy HOB MpaBeH akT Ha Chi03a, CHINIACHO KOMTO ce
reHepMpaT MM NOJABAT JaHHM OTHOCHO XMMMKAJATE B M3MENNs MM NPOMYKTU BEIHAra Cilefl BIM3AaHETO My B CUJIA, OCBEH
aKO TO3M aKT He ChIbpxKa pasnopensa, ¢ KOSTO TO3M aKT ce 100aps B mpusioxKeHue V, mo6asst BceKn AeliCTBALL PABeH akT Ha
Cbto3a, M36poeH B MpUIIOKeHNe I, KOMTO ¢ M3MeHeH M0 TAKbB HAUMH, Ye JAHHUTE OTHOCHO XMMVKAINTE B M3IENMATA VITN
IIPOIYKTHUTE CE TeHEPUPAT WIIM IIPENCTABAT BEIHAra CJIe]l BIIM3AHETO B CUIIA HA COTBETHMS aKT 33 M3MEHEHME, OCBEH aKO aKThT
3a M3MEHEHMe He ChIbpKa pasnopenda, ¢ KOSITO TO3M akT ce 100asst B mpuioxkerue V, mim 106assi Bceky HeiCTBaL MpaBeH
akT Ha Cbi03a, M30poeH B IPMIIOKeHNMe |, 3 KOITO OT IOMbITHUTENHATA POBEPKA € BUIHO, Ye IAHHUTE OTHOCHO XMMUKAIINTE
B MBIEMSATA WU IIPOOYKTUTE CE TeHEpUpaT W MPENCTaBAT B CbOTBETCTBUE C HETO.

(65)  OT ocobeHa BaxXHOCT € 1O BpeMe Ha MOITOTBUTENHATA CH paboTa BbB BPb3KA C M3MEHEHMETO HA NPUIOKCHMSTA upe3
nenerupany aktose Kommcmsrta na mnposele NOAXOHAWIM KOHCYNTAalMy, BKIIOYMTENTHO Ha EKCIEPTHO paBHUIE, U Te3U
KOHCY/Talyy fa Ob1aT Ch0OpaseHy ¢ NPYMHINMINTE, 3AT0XEeHNM B MeXIyMHCTUTYIMOHATIHOTO CriopasyMeHue ot 13 anpit
2016 r. 3a mo-g06po 3akoHOTBOpuecTBO (1°). Tlo-CrieManto, ¢ e OCUTypsBaHe Ha PaBHO ydyacTyie M MOLTOTOBKATa Ha
[erlerMpaHuTe akTose, EBponeiickuar mapnameHT 1 ChBeTHT MONyYaBaT BCUUKM JOKYMEHTU €IHOBPEMEHHO C €KCIIepTHUTE OT
IIbpKaBUTe UNIeHKM, KaTo TEXHUTEe eKCNepTy MONyyaBaT CUCTeMAaTMYHO HOCTBI JIO 3aceJaHMATA Ha eKCTEePTHUTE IPymy Ha
KomucusTa, 3aHumaBany ce ¢ MOATOTOBKATa Ha JeNIerMpaHuUTe akTOBe.

(66)  ITOKOJIKOTO LielMTe HAa HACTOSIIMS PEINAMEHT, & MMEHHO M4 Ce rapaHTupa epeKTMBHOTO IPENOCTaBSHE HA CHINACYBAHM
OLIEHKJ Ha ONACHOCTUTE VI PUCKA OT XMMMKAJM, KOTaToO Te3) OLEHKV ce V3MCKBAaT OT IpaBHM akToBe Ha Cbro3a, 3a Ha ce
IOCTUTHE BYMCOKO PaBHMILIE HA 3aLIMTA HA 3[PAaBeTO HA YOBEKA ¥ OKOJIHATA Cpefd, Na ce Hafe Bb3MOXHOCT 33 pa3paboTBaHe
¥ MBTION3BaHe Ha OE30MacHM M YCTOMUMBY XMMMKAIIN, [Id CC TAPAHTMPA MPABIITHOTO (YHKIMOHMPAHE HA COMHHMS Tasap Ha
XUMMKANY, Ja Ce MOBMIIAT 3HAHMSTA Ha rpaxmanute Ha Cbi03a, KAKTO ¥ HOBEPMETO MM, OTHOCHO HaydyHara 0asa 3a
pelleHysTa, B3eTM CBINIACHO MpaBHMTe akToBe Ha Cbi03a OTHOCHO XVMMMKANMTE, KAKTO M Ja ce IONMPUHEce 3a 3aMsHATa
¥ HAMAJLSIBAHETO HA M3MMTBAHMATA BHPXY KMBOTHY, KOTATO TOBA € Bb3MOXKHO, He MOIAT a O'bIAT MOCTUTHATH B HOCTATBYHA
CTeIleH OT [ThPXKABUTE UICHKH, Thil KATO IhPXKABUTE WICHKM He PA3MONATaT C IAHHYM B PAMKUTE Ha 0OXBaTa Ha HACTOSILINS
peryaMeHT M He MOTaT J1a Ch3[aBaT OOLIOeBporelicka o0ma miargopMa 3a JaHHM, a OPaIM ChXPAHSIBAHETO OT CTPaHA Ha
areHIMMTe HAa NAHHYM M MHQPOPMALMST OTHOCHO XMMMKATMTe Ha paHMIIeTo Ha Cbi03a, MOCOUCHMTE LENMV MOTaT Ha Obmar
no-moOpe MOCTUIHATY Ha paHumeTo Ha Cpro3a, CbIO3BT MOXe [a IpueMe MEpPKM B CHOTBETCTBME C MpPUHIMIA Ha
cyOcunmapHoCT, ypeteH B wieH 5 ot [lorosopa 3a EBpomeiickus ¢bro3. B cbOTBeTCTBHME ¢ MPYMHLMIA HA IPONOPLMOHAIIHOCT,
ypeleH B ChLMS WIEH, HACTOSIIMAT PETNIaMEHT He HAIXBbpIis HeoOXOMMMOTO 33 MOCTUIAHETO Ha Te3M LETI.

(67) B cpotBerctBue ¢ uneH 42, maparpag 1 ot Permament (EC) 2018/1725 Oewre mpoBemeHa KOHCynTaums ¢ EBpomerickus
HA30peH OpraH IO 3allyTa Ha JAaHHUTE, KOITO NpeNcTaBu cTaHosuuie Ha 29 suyapu 2024 1.,

[TPUEXA HACTOSLUNS PETTIAMEHT:

[TIABA 1
NPEJIMET, IMPMJIO2KHO IIOJIE M OIPENEITEHUA

Ynen 1

IIpepMer u MPUIIOXKHO MOTIE

1. Hacrosmumsr periaMeHT MMa 3a Ll [a ce OCHTypu eQeKTUBHOTO NPEIOCTABSIHE HA CHINIACYBAHM OLCHKM HA ONACHOCTTA
1 PUCKA, HOPOIEHN OT XMMMKAJIM, KOTaToO Te3) OLEHKM Ce M3MCKBAT OT MpaBHUTe akTobe Ha Cbr03a, 33 Ha Ce IOCTUTHE BUCOKA CTENeH
Ha 3aII1TA Ha 3IPABETO HA YOBEKA I HA OKOJHATA CPEfd, [d Ce Chb3IaaT Bb3MOXKHOCTY 3a pa3pabOTBAaHE 1 M3IION3BAHE Ha Oe30MacHy
¥ yCTOIUMBY XMMMKAIIH, [1A C& OCUTYPU MPABMITHOTO (YHKIMOHMpPAHE HA eAMHHMS Ma3ap HA XMMMKAIM M 14 Ce TMOBUILIAT 3HAHMSITA
Ha rpaxpganute Ha Cbl03a, KaKTO M IOBEPUETO MM, OTHOCHO HayuHaTa OCHOBA 3a PELIEHMATA, B3ETU ChITIACHO NMPABHUTE aKTOBE Ha
Cpl03a OTHOCHO XMMMKAJIUTe, M Jia ce NONMPUHECE 3a 3aMsHATA Y HAaMalsBaHETO HA M3MMTBAHMATA BbPXY XKMBOTHM, KOTaTO TOBA
€ Bb3MOXKHO.

(")  OBL123,12.5.2016 r., ctp. 1, ELL: http://data.europa.cu/eli/agree_interinstit/2016/512/oj.

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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2. 3a jma ce MOCTMTHAT LEMUTE, OCOYEHM B maparpad 1, HACTOSLMAT PerylaMeHT ONpeferst MEPKH, C MOMOIITa Ha KOMUTO:

a) ce O6C]1]/IH}IBaT JaHHM OTHOCHO XVIMMKAIIMTE VI C€ TapaHTupa, 4€ TE3V HAHHM Ca JIECHO OTKPMBAEMM, HOCTBIIHM, OIEPATMBHO
CbBMECTMU U MOTIaT Ia 6’1)]1&T IIOBTOPHO M3IOJI3BAHM;

6) C€ CbXpaHsABaT TaHHU 3a ITPOYUBAHNS, BB3IIOKEHN OT CTOIIAHCKN CY6€KTVI B KOHTEKCTa HA MBITBIHCHMUETO HA 3adb/I2KCHUATA UM
CBbITIACHO IIPaBOTO Ha Cpio3a B oOracTTa Ha XUMMKAJIUTE;

B) Ce Chb3[aBa Haﬁ-lﬂl/lpOKaTa Bb3MOXKHA Hay4yHa OCHOBa 3a IpuiaraHe u paspa60TBaHe Ha IpaBOTO U IIOJIMTUKUTE HaA Cp1o3a,
CBBp3aHN C XVMMKAJINTE;

I‘) C€ YCTaHOBsIBA CUCTEMa 3a pAaHHO IPENYINpEXNEHNE 1 3a IICI?[CTBI/IC BbB BPB3Ka C HOBOBB3HMKBAIIM PUCKOBE, NOPONEHM OT
XVMUKAJIN.

3. Hacrosmmsr permameHT ce Mpuyiara 3a JaHHM OTHOCHO XMMMKAJIUTE, KaKTO Ca MOCOYEHN B uiieH 3, maparpadu 2 u 3.

Ynen 2

Onpenenenus
3a Le/INTe Ha HACTOSIINS PEITIAMEHT €€ MpuilaraT CJIICOHUTE OIpEHde/ICHUA:

1) ,aremmmm“ osHauasa EBpormerickara arenuys mo xmmukanu (ECHA), Epomeiickara areHums 3a oxkomarta cpema (EAOC),
Eporeiickusr opran 3a GesomacHoct Ha xpanute (EOBX), EBpomeiickara areHumst mo nekapcrsata (EMA) u Espormeiickara
areHums 3a GesomacHocT u 3mpase mpy pabora (EU-OSHA);

2) ,,opral—m“ o3HauaBa Komumcusra, KOMIeTeHTHUTE OpraHym Ha ObpzKaBUTE YIECHKHU, ITIOCOYCHN B KOMTO 1 JIa € OT MpaBHUTE aKTOBE
Ha Cblo3a, I/l36p0€HI/I B IIpUII0KEHNA [ myn III, m areHumMumTe, ¢ U3KITIOUEHME HA TEXHUTE YHOpaBUTEIIHN CBBETH;

3) »HOCELO OTTOBOPHOCT nmie” o3HauaBa (l)I/ISI/I‘lCCKO VI FOpUONYECKO JINIE, KOETO OTTOBapsl 3a M3IBIIHEHMETO Ha 3abIIKEHMATA
CBITIACHO IPAaBHUTE aKTOBE Ha Cpio3a, I/I36p0€HI/l B IIpUII0keHne [;

4) ,»CTOIIAHCKM Cy6eKT“ O3HayaBa HOCELIO OTTOBOPHOCT JIMIIE, KOETO € YaCTHO WMIIN Hy6HI/I‘IHO MpEenmpusITne;

5) ,DaHHM OT GMOMOHMTOPMHI HA HACETICHMETO O3HAYABA TAHHM OTHOCHO KOHIIEHTPALMM HA XVMVKAIIM, M3MEPEHN B YOBELIKM
eKCTpalleNynapeH MaTpyKC, KaTo HalpyuMep KPbB MIIM YPUHA;

6) ,pedepeHTHA CTOMHOCT® O3HAYaBa OLEHKA HA PABHMILNETO HA MAKCHMAIHA €KCMO3MIMS MIM PABHMIIETO HA EMMUCHM HA MalleH
XUMMKAJI, TIOJl KOUTO He ce 0YaKBa HMKAKBO MM Ce OYAKBA CAMO TPUEMITMBO HEONArONMPUSsTHO BB3MEICTBIE BbPXY 3IPABETO Ha
YOBEKA W BHPXY OKOJIHATA CPeMa, WK MOI KOMTO PUCKOBETE, CBbP3aHM C HeONArompyaTHO BB3NEHCTBME HA TO3M XMMMKAI
BBPXY 3PaBETO Ha YOBEKA WM BbPXY OKOJIHATa Cpela, Cé CMATAT 3a NMPUEMITMBY MM 33 NOMYCTUMM;

7) ,IIbPBOM3TOUHMK" O3HauyaBa KomycusTa, areHuysTa Wiy KOMICTeHTHISIT OpIaH Ha IbpXKABaTa WIEHKA, OTIOBAPSIL 3a OLCHKNTE
Ha TOBEPUTEITHOCTTA CBITIACHO KOJTO ¥ Na e IpaBeH akT Ha Cbio3a, IOCOUYEH B IpPUIIOXKeHMe I;

8) ,akT Ha Cbr03a HAa MPOM3XON" O3HA4aBa MPaBHMAT akT Ha CDbI03a, CHITACHO KOMTO Ca TeHepMpaHy WM MONafeHy HaHHUTE
¥ MHPOPMALIMSTA OTHOCHO XMMMUKAJIUTE;

9) ,KOHTPONMPAHM PEYHMINM" O3HAYABA CTAHNAPTM3MPAHM M OPraHM3MPaHM NompenOM Ha Iymu u pasu, NMPEICTABEHU KaTo
CIIMCBUYM OT TEPMMHYM WIIM KAaTO CHEUMANM3MPAHM PEUHMLM M TAKCOHOMMM C TEPMMHM C IO-UIMPOK M IO-TECCH CMMUCBII,
TNONpeNeHy B fiepapXnuHa CTPYKTypa;

10) ,HaHHM OTHOCHO XMMMKAIUTE" O3HAYaBa BCSIKO NPEICTABSIHE HAa (AKTH WM MHQPOPMALILS, CBHP3AHM C XMMUKAINUTE, M BCSIKA
CHBKYITHOCT OT TaKmBa GakTy WM MHPOPMALIS, BKIIOUNTENHO MHPOPMALIMS OTHOCHO (M3MKOXMMIYHNTE CBOVICTBA, OMACHUTE
CBOJICTBA, yrIoTpeOata, eKCIO3MIMATA, PYCKA, HATIMYMETO, EMUCHITE, EKONOTMYHATA ChI0A 1 IIPOM3BOICTBEHNTE MPOLIECH, KOUTO
Cce OTHACAT 3d XMMMKANIMTE, KAKTO ¥ MHOPMALMs, CBbP3aHA C €KONOIMYHATA YCTOMUMBOCT HA XVMMMKAJIM, BKIIOYMTEITHO
vHpOpMALNS, 3ACATALIA M3MEHEHMETO Ha KITMMaTa, MH(OPMALsl, OTHACSIA Ce JI0 PEryJIaTOPHMUSI IPOLIEC OTHOCHO XMMMKAIIATE,
[AHHN 3a aTEPHATUBY HA BELIECTBATA, [OPAXMIalm OE3MOKOICTBO, CTAHIAPTHM (OPMATH, KOHTPOIMPAHM PEUHMIN WK
vHpOPMALINS 32 IPUIIOKUMUTE IIPABHY 3aITbIIKCHNSI, CBbP3AHI C XMMUKAIUTE;

11

N

»HdaHHHU, CBPP3aHN C €KOJIOIMYHATA yCTOI‘/‘l‘{I/IBOCT“, O3HayaBa BCMUKM JAHHM, KOUTO €A OT 3HAUCHME 3a OLICHKATA HA €KOJIOTMYHATA
YCTOI7['~{I/IBOCT Ha OafcH XMMUKaAJl MM MaTepuai npes3 Henmsa My 2KMU3HEH IMKDBII, BKITIOUUTEIIHO:

a) JaHHM OTHOCHO PeCypcuTe, BKIIIOUMTETIHO CYpPOBMHM, BOJIA, EHEPIIs, M3KOMAeMM TOPMBA 1 3EMs;

6) HaHHM OTHOCHO €MMCUUTE, BKIIIOUMTEIIHO Ha IIAPHMKOBU Ia30B€, OTHOCHO BELIECTBA, CBbP3aHU C eyTpO(l)MKaL[]/IHTa, OTHOCHO
npax ¥ BCUYKM OPYIN 3aMbpCsBalllyl BELIECTBA; KAKTO U

B) IaHHYM OTHOCHO CTPAHMYHY IPOIYKTH, MOJIYYEHM IO BpeMe Ha XKM3HCHMUS LVKBII HAa XMMMUKAIA, KOMTO MOraT fa Obmar
U3ION3BAHM KATO PECYpPCH 3a YTV NPOM3BOACTBEHN IIPOLECH, BKIIIOUMTEIIHO BOIOPON ¥ BBITIEPOTEH OKCHIL;
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) HIIPEMMHATIN PELICH3NA Hy6HI/IKyBaHI/I HaHHM OT M3CTIeBaHMA” O3Ha4YaBa BCUYKM MAHHM OTHOCHO XUMUKAJIUTE OT HayuyHM

M3CIENBAHMS, KOMTO Ca MyONMKYBAHM B pELEH3MPAHM WM3NAHMS M KOMTO He Ca MpPOBEEHM CIELMANHO 3a LEIUTe Ha
PerynaTopHuTe OLEHKM;

13) ,MuHyM DaHHM® O3HAYaBa JIMYHM JAHHM CHITIACHO OMpeeneHueTo B wieH 4, Touka 1 ot Permament (EC) 2016/679 u cprnacHo

14

15

16

17

18

1.

2.

3.

=

-

=

—

=

OmpereieHeTo B wieH 3, Touka 1 ot Permament (EC) 2018/1725;

,00paboTBaHe" 03Ha4aBa 06pabOTBaHE CHITIACHO ONpeneneHnero B uneH 4, rouka 2 ot Pernament (EC) 2016/679 u cprnacHo
OmIpereNieHUeTo B uileH 3, Touka 3 ot Permament (EC) 2018/1725;

,AIMUHUCTPATOP HA JIMYHY HAHHY" O3HAuaBa aIMUHMCTPATOP CBINIACHO OIpereNieHeTo B wieH 4, Touka 7 oT Pernament (EC)
2016/679 u cbImacHO ompeeieHNeTo B wieH 3, Touka 8 ot Pernament (EC) 2018/1725;

,00pabOTBALLL JIMUHM TAHHN® 03HAYaBa 06PabOTBAL CHITIACHO ONpereNeHNeTo B ueH 4, Touka 8 ot Permament (EC) 2016/679
¥ CBITIACHO OIpeNIeNieHNeTo B wieH 3, Touka 12 ot Permament (EC) 2018/1725;

,OIEPATVMBHA CHBMECTMMOCT® O3HAuaBa CIIOCOOHOCTTA HA [BE WIIM IOBEYE IPOCTPAHCTBA HA NAHHU WM KOMYHMKALOHHM
MpEXM, CUCTEMH, MPOIYKTH, NPUIIOKEHNS WM KOMIOHEHTH [1a OOMEHST U M3IION3BAT NAHHM, 3a 1 WM3IBIHABAT CBOMTE
dyHKL;

,OOIIECTBEHOCT O3HAYaBA €HO WM MOBeue (M3MUECKN WM IOPUAMYECKN JMIUA M ACOLMALMY, OPraHM3aLMy Wi TPyIu OT

TaKyBa JINIA.

[TIABA 11
VH@OPMALIMOHHU CUCTEMU U INTATGOPMU

Ynen 3

O6mwa nnardopma 3a TaHHM OTHOCHO XMMMKAIIUTE
ECHA cs3masa 1 yrpasssa o0ua miaropMa 3a JaHHM OTHOCHO XuMMKajuTe (,00mara miardopma 3a HaHHK).
Ypes obmiara miatgopMa 3a DAHHY Ce MPENOCTaBs TOCTBI JO BCUYKM [AHHM OTHOCHO XVMMMKAIIMTE:

TreHepypaHy WK IIOJANEeHM KaTo YacCT OT IPUJIaTaHETO Ha IIPABHUTE aKTOBE Ha Cbr03a, MOCOUEH! B NIpUIIoXKeHne Lu CbXpaHsBaHU
oT areHuMuTe i Komucusra;

reHepMpaHyu KaTo 4acT oT mporpamu Ha Cblo3a, HALMOHAIIHM WM MEXIYHAPOOHM IIPOIpaMyu WM OT HayuHOM3CIIEHOBATEIICKM
[IEITHOCTY B 00JIaCTTa Ha XMMUKAIIUTE U cbxpanssany ot ECHA, EAOC, EOBX, EU-OSHA nimu Komucusira;

IIPEIOCTABeH! HA HOOPOBOJIHA OCHOBA OT IbPXKABUTE WICHKM WM HPYIM CyOeKTH, BKIIIOUMTEIIHO HALMOHAIIHM AareHIN,
Hay4HOM3CIIEAOBATENICKM MHCTUTYTU ¥ OpraHM3aLMM OT TPEeTM IbpxKasu, U cbxpanssany min npuetn ot ECHA, EAOC, EOBX,
EU-OSHA wm Kommcusra.

Ypes meporauyist oT naparpad 2 obmiara mwiatgopma 3a JaHHM PETOCTaBs TOCTBI 10 JAHHYM OTHOCHO XMMMUKAJIUTE, CBBP3AHI C

JIeKapCTBEHM MPOMIYKTH 3 XyMaHHA U BeTePUHAPHA YIOTpeDa, KaTo YacT OT M3IBITHEHMETO Ha paBHMTE akToBe Ha Cbi03a, M3OPOCHN
B IIPWIIOXKeHMeE |, yact 2, caMO aKo Te3y HaHHU:

a)

0)

B)

ce cpxpanssar ot EMA; kakTo n
Ce OTHACAT JI0 aKTVMBHY BEIIECTBA:

i) KOMTO ca TmpeaMeT Ha PerynaTopHY IPOLECH ChITIACHO YTy npasHuTe akT Ha Cbro3a, 130poeHn B uact 1 or npuoxerne I;
wm

ii) xoMro MMAT crenUQUUHN YCTOMUMBY, OMOAKYMYNMPAILY 1 TOKCUYHN CBOJICTBA; I
ili) 3a KOMTO € YCTaHOBEHO BMCOKO HMBO HAa OCTATHUHM BEIIECTBA B OKOJIHATA CPefia; KAKTO U

KONTO TIonafgaT IOHE B €IHA OT CIIEIHUTE KaTErOpyiL:

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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i) HEKNMHMYHM NaHHM 33 OE30MACHOCT, BKIIOYMTEIIHO [AHHM, CBBP3AHM C OLCHKM HA PIUCKA 3a OKONHATA CPeda, ChOpaHu
cormacio [upektysa 2001/83/EO na Espomerickust mapiament n Ha Cobsera (V) m Permament (EO) Ne 726/2004 Ha
Esporeiickust napnament u Ha CoBerta ('%); mmm

ii) maHHM, CBHP3aHM C OLIEHKM HA PUCKa 3a OKONHATa cpema, chOpanu cbrimacHo Permament (EC) 2019/6 Ha EBpomeiickus
naprameHT 1 Ha Coeera (*%); mm

iii) MakcMMarHy JOIyCTUMI [PAHMIY HA OCTATbYHY BEIIECTBA ¥ JAHHNUTE, OT KOUTO Ca M3BEIEeHM, ChOPaHM ChINIACHO PernameHT
(EO) Ne 470/2009 Ha EBponeiickust maprmameHT u Ha ChbBerta (2°).

4. Ha Komucusra ce MPEnOCTaBs MPAaBOMOIINETO [1a IIpMiE€Ma HEJIETVMPAHN aKTOBE B CHOTBETCTBME C YIIEH 28 3a M3MeHeHMe Ha:

a) naparpad 3, Oyksa 6) OT HacTosIUMs WIeH, KaTo H00aBsi TAHHN OTHOCHO XMMMKAJIMTE, CBBP3AHM C BELIECTBA, CHIbPXKALIM Ce
B JICKApPCTBEHN IIPOMYKTY, PAa3iM4HM OT aKTVBHM BEIIECTBA, VI OTHOCHO aKTMBHM BEIECTBA, ChAbPXKAWIM CE B JIEKAPCTBEHUTE
IIPOAYKTH ChC CBOVICTBA, PA3MYHM OT MOCOYeHNTE B maparpad 3, Oyksa 6), Touky i) 1 ii) OT HACTOSILMS WiIeH, KOTATO TOBA € OT
3HAueHJe 3a LIENIMTE HAa HACTOAWIMSA PErJIaMeHT MM aKo C OITIe]l Ha Hay4Hys HalpelbK ca Halule HOBY IIO3HAHNS 3a ONTACHOCTUTE
WM PUCKOBETE 33 OKOJIHATA CPella MM 3[PaBeTO Ha YOBEKA;

0) naparpad 3, 6yKBa B) OT HACTOSIIVS WICH Ype3 H00ABSHE HAa HOBJ KAaTETOPUM BUIOBE IAHHIL, CBbP3AHI C LETNTE HA HACTOSIIVS
PETIaMeNT, MIIM, aKO C OITIeNl Ha HayYHMs HANPEIbK MMa HOBM IAHHM 3a ONACHOCTTA MIIM PUCKA 33 OKOJIHATA CPela MM 3[paBeTo
Ha YOBEKa.

5. B obuwara matgopma 3a maHHM He TPsIOBa 1 MPUCHCTBA CIIENHATA MHQPOPMALIMS:
a) mudopMaumsTa, MocoyeHa B ureH 45 ot Permament (EO) Ne 1272/2008;

0) MHpOpMALMITA, CBHP3aHA C KOMETHMYHI MPOIYKTH, 38 KOATO € MOIafeHa HOTUUKALMS Ha MOpPTaNa 33 HOTUQULMPAHE OTHOCHO
KO3MeTUYHNTE IPOIYKTH ChIiacHO wieH 13 or Permament (EO) Ne 1223/2009.

6. He e HeoOxomumo B oOmaTa miaTgopma 3a JaHHM [a ObIAT BKIIOUBAHM TOKYMEHTH, CBbP3aHM C BBTpelHaTa paboTa Ha
OpraHMTe MM NPOLECUTE UM HA B3eMAHE HA PELICHMs, OCBEH aKO BKIIIOUBAHETO CE M3MCKBA ChINACHO unieH 10.

7. ECHA rapanTtupa, ue BCeKM XVMMMKAJl WM MaTepual, 3a KOITO ce ChXPAHSBAT IAHHNM OTHOCHO XMMMKAIMTe Ha oOuiata
mwiatdopma 3a TaHHM, Ce MICHTUUINMPA UPe3 YHUKANCH TEXHMUECKM MAEHTUQMKATOp, KOMTO CBbP3BAa BCUYKM NAHHM OTHOCHO
XUMMKAJIUTE 33 TO3YM XVMMUKAI MIIM MaTepHall, ¥ KOraTo € Bb3MOXKHO M € HAmMdHa MH(OPMALMSTA, Ype3 [OCOYBAHE HA HEroBaTa
MOIIEKyIISIpHA CTPYKTYpa 4pe3 XMMMUecKo o0o3HaueHue, Oe3 1a ce 3acsiraT M3MCKBAHMSTA 33 MOBEPUTEITHOCT B akTa Ha Chio3a Ha
TIPOM3XOLL.

8. Ypes obuwara miardopma 3a JaHHM Ce NPEIOCTABST CIICLMAIM3NPAHNTE YCIIYTH, ONpEIeeH! B CUCTEMATa 3a YIIpaBlIeHNe,
1nocoueHa B wieH 4, naparpad 3, BKIIOUMTEIIHO:

a) MHQOPMAIMOHHATA MIATGOpPMA 30 MOHMTOPMHI Ha Bh3MeiicTBreT0 Ha xumukanute (IPCHEM), mocouena B uneH 7;

0) XpaHWIMIIETO Ha ped)epeHTHN CTOMHOCTH, IIOCOYEHO B WieH §;

B) 06azara MaHHM C yBEJOMIICHNS 3 M3CIEHBAHMS, IOCOUCHA B WieH 9;

1) 6asara maHHM, CHIbPIKALIA MHPOPMALILITA 38 PErYIATOPHM MPOLECH, [TOcoueHa B wieH 10;

m Oazara gaHHM, CHIbPIKALIA JAHHUTE OTHOCHO XVMMUKAINTE B M3MENVs MM MPOIYKTH, MOCOUEHN B wieH 11;

€) 6azara maHHM, CHIbPKALIA JAHHNUTE OTHOCHO aNTePHATMBU HA BELIECTBATA, MOPAXMIAIM OE3MOKONCTBO, MOCOYCHN B WieH 12;

(") Ompekrusa 2001/83/EO Ha Epomeiickust mapiament u Ha Cbsera or 6 HoemBpu 2001 r. 3a yTBbpXKiaBaHe Ha Kopekc Ha OOmHOCTTA
OTHOCHO JIEKAPCTBEHI MIPOMYKTH 33 XyMaHHa ynotpeba (OB L 311, 28.11.2001 r., ctp. 67, ELL http://data.europa.eu/eli/dir/2001/83/o0j).

(") Permament (EO) Ne 726/2004 Ha Esponeiickust mapiament 1 Ha Cbsera ot 31 Mapr 2004 r. 3a ycraHoBsiBaHe Ha mpouerypyu Ha OOLHOCTTa
3a paspelaBaHe ¥ KOHTPOJI Ha JIEKAPCTBEHM MPOIYKTH 33 XyMaHHA M BETepUHApHA yrorpeba 1 3a Ch3maBaHe Ha EBporeiicka areHums 1o
nekapersara (OB L 136, 30.4.2004 r., crp. 1, ELL http://data.curopa.cu/elijreg/2004/726/0j).

(") Pernament (EC) 2019/6 na EBponeiickus napiament u Ha CpBera ot 11 mekempy 2018 r. OTHOCHO BeTepyHAPHUTE JIEKapCTBEHN TPOLYKTH
¥ 3a orMsHa Ha [Iupektusa 2001/82/EO (OB L 4, 7.1.2019 r., crp. 43, ELL http://data.europa.eu/eli/reg/2019/6/0j).

(*)  Permament (EO) Ne 470/2009 na Espomesickus naprmament u Ha CbBera or 6 Mait 2009 I. OTHOCHO YCTAHOBSIBAHE HA NPOLENYPU Ha
OO0mHOCTTa 33 onpeessiHe Ha TONYCTUMUTE CTOMHOCTM HA OCTATHYHM KONIMYECTBA OT (apMaKONOTMYHOAKTMBHM CYOCTAHLIMM B XPaHU OT
KMBOTVHCKI TIPOM3XOL, 32 OTMsIHA Ha Permament (EVIO) Ne 2377/90 ma Cobera 1 3a u3merenye Ha Hupekrisa 2001/82/EO na Esporerickust
naprameHT 1 Ha CpBera u Ha Permamenrt (EO) Ne 726/2004 Ha Eponeiickys mapnament v Ha Cosera (OB L 152, 16.6.2009 1., crp. 11, ELL:
http://data.europa.eu/elifreg/2009/470/0j).
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k) 0asata maHHM, CHIbPKALIA MHPOPMALIVSTA 32 3AMBIKEHITA, IPOM3THYALIM OT MPaBoTo Ha Chro3a B 0ONACTTA HA XMMMKAIIATE,
rocoueHa B uieH 13;

3) XPaHWIMILETO HA CTAHNAPTHM (OPMATH U KOHTPOIMPAHM PEYHMIIM, [IOCOUEHO B WieH 14;
) 6azaTa maHHM 32 MHQOPMALILS, CBbP3AHA C EKOTIOTMYHATA YCTOIMUMBOCT, MOCOYEHA B WieH 15.

Obuara miatdopMa 3a TaHHM CHIBPXKA MOIXOMSIIA OCHOBHA M OOSCHMTENHA MHGOPMALMS, 3a [a Ce YIeCHM MHPOPMMUPAHOTO
M3IOII3BAHE HA Te3U [AHHM OT OpTaHuTe 1 OOLIECTBEHOCTTA.

9.  Opranute u OOLIECTBEHOCTTA, B ChOTBETCTBUE C WieH 19, MMar jeceH u Oe3lUIaTeH JOCTBI IO NAHHUTE, CHIbPIKAIIM Ce
B obuiarta miaropma 3a TaHHM, KAKTO U JIO BCUUKM CBbP3aHM C KOHTEKCTA IaHHM, IOCOUYEHM B wieH 4, maparpad 5, byksa B). Korato
IIaHHUTE Ca TeHepVPaHy OT OpraHWUTe, NaHHUTE 3a KOHTEKCTA BKIIIOUBAT YKa3aHMe 3a TOBA.

10.  Unen 20 ce npuiara 3a M3MOJI3BAHETO Ha [AHHNTE, ChIIBPKALM ce B o6wwiaTa MIaTdopMa 3a TaHHM, OT OpIaHMTE.

11. HaHHI/ITC, CbIbpKally ce B O6].I.[aTa rmaT(l)opMa 3a [OaHHM, C€ IMPEHOCTaBAT B CTaHIAPTEH (l)OpMaT M 9pe3 KOHTPOIMPaHU
peunny, Korato ca HaJlm4yHM TakuBad.

12.  Maunure, ChIbpKaIy ce B 06wIaTa MIaTdopMa 3a JAHHM, Ca OCTHIIHM II0 €JIEKTPOHEH IbT U Morar 1a 6buar Thpcern. ECHA
IpenpueMa MepKM 3a OCUTYpsABaHE Ha BUCOK CTaHJAPT HAa CUTYPHOCT, CBOTHOCMM C IIPMCBIUMTE PUCKOBE 3a CUTYPHOCTTA,
NOpPaX[AHN OT ChbXPAHSBAHETO HA TAHHNM OTHOCHO XMMMKAnuTe B obmiata miargopma 3a naHHN. CbOTBETHUTE aTeHINMI IPEIpuemar
Mepku B chrpynHmuectso ¢ ECHA, 3a ma rapantupar, de JaHHMTE OTHOCHO XMMMKAIIMTE Ce MPENaBarT Mo CUTYpeH HaumMH Ha obuiara
mwiargopma 3a gauuu. ECHA paspaGorsa ofmara miarpopMa 3a HaHHM [0 HAauMH, KONTO TAPaHTUPA, Ye BCEKM HOCTBI 1O
IIOBEPUTEIIHI [TAHHM MOMIEXY Ha OIMT.

13. Komucusra mnmm areHummTe, Moj umeTo PBKOBOACTBO DAHHUTE OTHOCHO XMMMKAJINTE Ca BKIIFOUEHU B 06IIL3.T3 HJ'IaT(i)OpMa 3a
TTaHHY, OCTaBaT OTTOBOPHM 3a PA3ITIE2KIAHETO HAa BCMYKM 3as4ABKM 33 HOCTBII OO HOKYMEHTH, OTIIPABEHM CBITIACHO Permament (EO)
Ne 1049/2001.

14.  O6uwara miatgopma 3a TaHHM ¥ HEHNTE CTICLMATM3NPAHN YCIIyTH ce Ch3HaBar 10 2 stHyapu 2029 r., OCBEH aKO € MOCOYEHO
TIpyTo.

Ho 2 siHyapu 2029 r. obuiata nmardopMa 3a JTaHHM BKITIOYBA Hal-MaNko HaOopute OT IAHHM, MIOCOYEHN B mpuioxenue IV.

Hpyru cboTBeTHYM HAOOpY OT [HaHHM, BKITFOUMTENHO JAHHNM OTHOCHO XVMMMKAJIATE, KOMTO Ce TEHEpUpAT WM IPENCTABAT Mpemn
1 siHyapu 2026 T., ce BbBeXIaT NOCTeNeHHO B obuara miardopMa 3a maHHM 10 2 siHyapu 2036 I. B ChOTBETCTBME C IUIAHA 3a
M3IIbJIHEHME, TIOCOUeH B wiieH 4, maparpad 1. [TaHHMTE OTHOCHO XMMMKAIIATE, CBHP3aHM C IIEKaPCTBEHM IPOMYKTH 33 XyMaHHA
¥ BeTepUHApHa yrotpeba, KaKTo ca omycanm B aparpad 3, 6yksu a), 0) 1 B) OT HACTOSILIMS WIEH, KOMTO Ca Pe3ysITaT OT MPOLENypH,
npukrmoueHn npemy 1 stHyapy 2026 r., ce BbBEXKIAT MOCTENEHHO B 00miaTa miat¢opMa 3a JaHHM, cuntaHo ot 2 sHyapu 2032 r.

Korato ECHA mornyun [aHHM OTHOCHO XMMIMKAIINTe B CHOTBETCTBHE C WIEH 5, MPMHAMNEXKAIIN KbM HAaOOp OT IaHHM, KOWTO Beue
€ BbBEICH, Ts MPEIOCTaBs Te3) NAHHM Ha PasMoNoxeHue ype3 oOlara miatgopma 3a JaHHM B CpoK 90 [IHM OT MOITy4aBaHETO.

Ynen 4

IInax 3a u3mbIHeHne Ha o0waTa miargopMa 3a TAHHM M yNpaBlieHUe Ha miardopmara

1. Mo 2 romu 2026 r. KoMucusra mpuema upes akT 3a M3IbIHEHME [UIAH 33 M3IIbIHEHME, B KOITO Ce IOCOYBAT Habopure oT
[IAHHI OTHOCHO XVMMMKAINTe, KOUTO Ia ObIaT BhBeneHn B obmiara miardopMa 3a JaHHM, KAKTO M IPaQUK 3a TSXHOTO BbBEXKIAHE.
TocrenBammTe MIAHOBE 3d M3IbIHEHNME CE IPMUEMAT B CHOTBETCTBUE ChC CUCTEMATA 3a YIPABIICHME, IPUETa ChIIACHO maparpad 4.

2. Ypes akT 3a u3mbiHeHMe KoMucusTa Ch3maBa M YIpaBisiBa YIPaBUTENeH KOMMTET Ha IUIaT¢OpMara, KOWMTO ce ChCTOM
HAJ1-MaJIKO OT e¥H MPENCTABUTEN Ha BCSIKA OT areHIMITE ¥ OT TpefcTaButenu Ha Komucusta, umiito Gpoit otroBapst Ha oOmmst Opoit
Ha TPENCTaBUTENNTE HA BCUUKM aTeHIMIL.

3. YupaBUTENHMAT KOMUTET Ha IUIATGOPMATa IPENOCTaBsi KOHCYITamMu Ha Kommcusita Ipu MOATOTBSAHETO HA CHUCTEMara 3a
yipaBreHye Ha o0mara mwiatgopMa 3a JaHHM, I0COUEHA B maparpad 4.

4. Kommcusita mpuema ype3 akTOBe 3a M3IIBIIHEHNE M IIPaBU IyONMYHO JOCTOSIHME CMCTEMATa 3a YIpaBleHMe Ha oOumiata
maT¢opma 3a TAHHN U BCSIKO HEJHO IpepasryekiiaHe.
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Korato monrotss cucremara 3a ynpasneHye, Komucusta B3eMa peBujl pasiyyHOTO paBHMLIE Ha OTTOBOPHOCTH Ha Komucusita u Ha
areHLNTE IIPU YIPABIEHNETO M (PYHKUMOHMPAHETO Ha 0oOLaTa MIardopma 3a TaHHMU.

5. B cucremara 3a yIpaBlieHNE Ha obmiara H]'IaTCl)OpMa 3a TaHHU Ca ONMCaHU:

a) OpraHM3aLMsITa HA OCHOBHMTE PabOTHM CTPYKTYpH, MONMOMAraiiy pa3pabOTBAHETO M M3IBIHEHMETO Ha oOwaTa miathopma 3a
IIAHH;

0) M3IOTBSHETO ¥ MpPUEMAHETO Ha IUIAHOBE 3a M3IBJIHEHME Ha oflata miaTgopma 3a JaHHI;

B) NPYMHUMINTE 3d YIpaBICHUE HA DAHHUTE M HEOOXOMMMUTE CTAHIAPTHM (POPMATH, KOHTPOIMPAHM PEUHMIM ¥ IONBIHUTEIIHN
YCIIOBUSL 32 TPENOCTABSIHETO Ha oOlwata miardopma 3a NaHHM Ha MHQOPMALVs M HA [JAHHU 33 KOHTEKCTa;

I) [pOLeMypuTe 32 B3eMaHe Ha PelleHMst 33 paspabOTBAHETO HA HOBM CIELMATIM3UPAHM YCIYTU U 32 BbBEXKIAHETO HA HOBY PYHKLIM
Ha ofwara miarpopma 3a IaHHY;

I) BCMYKJ JIPYTH [IPABUITA MV M3MCKBAHMS, HEOOXOMMMI 38 QYHKIMOHMPAHETO Ha 001aTa I1aTdopma 3a TaHHU U M3MONI3BAHETO Ha
CbABPKAWIMTE Ce B HesA JaHHM, KaTO HampyMep MONMTUKATa 3a aKTyalu3MpaHe, apXMBMPaHe M 3ajMuaBaHe Ha JAHHY, KaKTO
U PElbT M YCIOBUATA 33 UION3BAHE;

C) pa60TaTa VI 3aIBIIKEHMATA 32 IIPO3PAYHOCT Ha CaMMA YIIPABUTEIIEH KOMMUTET.

Ynen 5

IoTouu or maHHM 3a HenMTe HAa 00IwaTa MIaTdopMa 3a JaHHU

1. Tlo nckane na Kommcusara areHUMmMTE OCUTYpABAT YCITyTU 33 XOCTMHT M TIOMIbPKAT JAHHY OTHOCHO XMMMKAJINTE, TeHepUPaHU
KaTO YacT OT MPaBOTO, IPOIPaMUTE MIIM OT HAYYHOM3CIIENOBATeNICKUTE eitHocTH Ha Cbi03a, KAaKTO M OT NMPaBOTO, IPOTPaMUTE MIIN
Hay4YHOM3CIINIOBATENICKUTE NEHOCTY Ha HALMOHAJIHO WM Ha MEXIYHAapOAHO PaBHMILE, B CHOTBETCTBUE ChC CBOMTE IPABOMOLIMS
U BUJIA Ha JAHHWTE, C KOUTO Beye pasnonaraT. OCBeH TOBa areHIMNTe MOTaT, B CbOTBETCTBUE ChC CBOS MaHNAT, Aa IIPEIOCTaBAT YCIIyTH
38 XOCTVHT U [1a [IOIAbPKAT TAHHUTE OTHOCHO XMMMUKAJIUTE, KOUTO Ca MM IPENOCTABEHI OT IbPKABUTE WICHKH VI IPYTH CyOeKTH,
BKJIIOUMTEITHO HAUMOHAIIHY areHIyy, HaYYHOM3CIIENOBATENICKY MHCTUTYTH M OPTaHU3aluy OT TPETH HbPKaBHU.

2. Koraro Komucusita mim eiHa OT areHImuTe Pasrosiara ¢ aHHUTE WM MHPOPMALIMAITA, IOCOUeHY B ulleH 3, naparpad 2 wm 3,
st TpenocTasst Tesyu manHu Ha ECHA, KosiTo ri BbBexkia B obmara mwiatgopma 3a gaHHM. KOMMCHSTA M areHIMMUTE NPEOCTaBsIT
manHuTe Wi uHpopMarmsita Ha ECHA B craHgmapreH gopmar, KOraTo MMa TaKbB, 3ae[HO ChC ChOTBETHWUTE IAHHM 33 KOHTEKCTA,
KAaKTO € TI0COYEHO B uileH 4, maparpad 5, Oyksa B). Korato Te3u maHHM miiyt nHGOPMALs He ca MPENOCTABEHM HA PA3MONOXKEHNE Ha
001IeCTBEHOCTTa ChITIACHO akTa Ha Cbro3a, KomucysTa u areHummte mocousar Topa.

3. ECHA NpenocTaBsA yCIIyrm 3a XOCTMHI M IIOOObpzKa HAHHM 3a HAJIMYMETO Ha XVMMKAaIW, CBbp3aHM C MOHUTOpPMHIA Ha
pa6OTHOTO MACTO, BKITFOUMTEIIHO TAHHUM OT 6I/IOMOHI/ITOpI/IHF Ha HACEJICHUETO Ha pa6OTHOTO MACTO.

4. B EAOC ce CbXpaHsABaT U NOOObPXKAT OaHHU OT 6I/IOMOHI/[TOpI/[Hl' Ha HACEJICHMETO, JAaHHM 3a HaJlMyMe Ha XMMMUKAIIN
B OKOJIHaTa Cpena M HaHHM 3a HaJM4ue, CBbp3aHM C Kau€CTBOTO HAa BB3IyXa B Crpamure.

5. Cunrano or 1 siHyapu 2026 r., M3CIEOOBATENMTE WM M3CIIEAOBATENICKUTE KOHCOPLMYyMM, GMHAHCHPAHM IO JIMHMS Ha
pamkosute mporpamu Ha Cbi03a WM HAUMOHAIHM mporpamy, mpegoctaBsit Ha EAOC BCMuKM HaHHM OT OMOMOHMTOPMHI Ha
HACeNeHNeTo, KOUTO Te chOypar mn renepupat. EAOC mpegoctasst ycyryt 3a XOCTUHT Ha Te3u aHHU. [1o OTHOLIeHMe Ha TaHHUTE OT
OMOMOHMTOPVHI Ha HACeNeHNeTo, mpencrasissaim muday gann, EAOC yToursBa Kakbs BUI IaHHN TpsiOBa [1a I Ce IPEIOCTaBSIT.

6.  Cumrano or 1 syapu 2026 r., M3crenoBarenuTe WM M3CIEIOBATENCKUTE KOHCOPUMYMY, (MHAHCMPAHM MO JIMHUS HA
pamkosute nporpamu Ha Cbro3a, npegocrapar Ha ECHA Bcvuky maHHM, CBbP3aHM C €KOJIOTMYHATA YCTOMUMBOCT HA XMMMKAIN WIH
MaTepuaiti, Kouto Te chbupar wim renepupar. ECHA mpenoctasst yciyryt 3a XOCTHHT Ha Te3) TaHHML

7. Kommcusita u areHummte OCUrypsiBaT HeOOXOIMMOTO TeXHMUECKO ChTpymHmuectso Ha ECHA, 3a ma ch3pamar Bb3MOXKHOCTH
JIJAHHUTE OTHOCHO XMMMKAIIATE, TPENOCTABEHM B CHOTBETCTBME C maparpad 2, ma Gbmar BbBemeHm u myOnmkyBanu B ofuiara
mardopma 3a manun. ECHA 1pefiocTasst MOIKpena Ha OpraHuTe M HALMOHATIHITE areHIMM, 3a JIa YIIeCHU BbBEXIAHETO HA TAHHNUTE
OTHOCHO XMMJKAITITe, IPETOCTABEHN B CBOTBETCTBME C maparpad 2.

8. 3a menure Ha maparpad 2 Komucnsra u arenuyure npenoctasst Ha ECHA 6e3 3a0aBsiHe JaHHUTe OTHOCHO XMMMKAIIUTE, KOUTO
Te ca CHOpaIV MM MOJYYWIIM, CIIefl KaTo M3BpIIAT OLEHKM Ha BATUIHOCTTA ¥ [OBEPUTETHOCTTA HA NAHHUTE B CHOTBETCTBUE C
IIPUITOKMMMUTE TIPABUIIA ¥ CITEl KAaTO BbBENAT ChOTBETHNS HAOOp OT MaHHM B o0miaTa Mmiatgopma 3a JaHHM.
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9.  OpraHute M HALMOHATHNTE areHIMM, KOTaTO mpemocTassit mamuu Ha ECHA, rapantupar, de Tesy mDaHHM Morar ha Obaat
VBTEIIISHIA, Ue Ca MALIMHHOYETUMI ¥ OTepPaTMBHO ChBMecTiMIL. Te 06paboTBaT ¥ BAIMMAMpPAT TAHHNUTE [0 MOIXOALL HAUNMH, PEIH Ha
i npenoctaat Ha ECHA.

10.  be3 ma ce 3acsra ujeH 6, naparpa(]) 11, KomucnysaTa u areHuymnte OeficTBaT KaTo aIMUHUCTPATOP HA HAHHM 33 BCUUKM JIMYHK
manHy, Kouto npenoctasst Ha ECHA 3a BbBexIaHe B 00wIaTa matpopMa 3a IaHHM.

Ynen 6

HdaHHU OT GUOMOHUTOPMHI HA HACETIEHUETO

1. EAOC cnOmpa gaHHM OT OMOMOHMTOPMHI Ha HACENEHNMETO, TEHEPUPAHM HA TEPUTOPIUSITA HA HbPIKABHUTE, KOUTO UICHYBAT
B EAOC n chTpymHMYaT Ha areHIysTa. B crydait Ha maHHM OT GMOMOHMTOPMHI Ha HacerleHyeto Ha pabotHoto msicto EAOC cu
corpynHnun ¢ ECHA.

2. o 2 smyapu 2029 r. Komycusira Ipexsbpiisi BCUUKY TAHHYM OT OMOMOHMTOPYMHI Ha HACeIeHMETO, C KOUTO pasloriara, Ha
EAOC.

3. EAOC obpa6otsa gaHHM OT OMOMOHMTOPHMHI Ha HACENICHMETO, NPENCTABIISBALLY JINYHN TaHHM, CAMO 3 CIICIHUTE LI
a) OLEHKA Ha BB3JEICTBMETO HA XMMMKAIUTE BBPXY 3[PABETO HA YOBEKA ¥ BHPXY OKOJIHATA CPEMa;

0) HaOmiofeHMe Ha BPeMEBUTE M MPOCTPAHCTBEHUTE TEHICHIMM TPY eKCIIO3UIINSTA;

B) paspaboTBaHe Ha IOKA3aTENM 3a PUCKOBE 3a 3[PABETO U 33 BB3LCICTBHE;

I) MOHMTOPMHI Ha Bb3HEICTBMETO Ha PErylaTOpHATA HaMeca;

Il) NONNOMAraHe Ha IPeIBUICHUTE B 3aKOHONATENICTBOTO OLCHKM HA PUCKA M NPEIBUICHOTO B 3aKOHONATENICTBOTO YIIPaBJeHUE Ha
PUCKa;

e) noArnoMaraHe Ha M3rOTBAHETO HA MOJIMTUKU U CbCTABAHETO HA 3aKOHOMATEIICTBO;

K) yrecHsBaHe Ha 00pabOTBaHETO Ha HAHHM OT OMOMOHMTOPUHT Ha HaceneHuero ot Komucusita, ECHA, EOBX, EMA n EU-OSHA
B CHOTBETCTBHUE C maparpadu 4—38.

4. Kowmucusra 06paboTBa TaHHNMTE OT OMOMOHUTOPYHT Ha HACENEHNETO, IPECTABIISBALIM JINYHI TaHHM, CAMO 32 CIICIHNUTE LeN:
a) OLEHKA Ha BB3JENCTBMETO HA XMMMKAIUTE BBPXY 3[PABETO HA YOBEKA ¥ BHPXY OKOJIHATA CPEMa;

0) HaOmiofeHMe Ha BPEMEBUTE U MPOCTPAHCTBEHUTE TEHICHIMM TPY EKCTIO3ULINSTA;

B) paspaboTBaHe Ha IOKA3aTENM 3a PUCKOBE 3a 3[PABETO U 33 BB3NCIHCTBHE;

I) MOHMTOPMHI Ha Bb3HEIICTBMETO Ha PErylaTOpHATA HaMeca;

I) OLEHKA Ha HEOOXOMMMOCTTA OT PErynaTOpHN MEICTBIS M ONpEerisHe Ha IIPUHOPUTETH 1O OTHOLICHNE Ha Te3M IEHCTBIS;

€) M3BbPUIBAHE HA NpeIBMIEHATA B 3aKOHOMNATENICTBOTO OLEHKA HA PUCKA ¥ NPEABUIEHOTO B 3aKOHOIATETICTBOTO YIpaBleHue Ha
PUCKa;

)K) nopkpena 3a M3TOTBAHETO Ha IONMUTVMKM M CbCTaBAHETO Ha 3aKOHOHATEIICTBO, BKITIOUMTEIIHO UPE3 IPOBEXKIAHE Ha HAay4yHU
M3CIIeOBaHMsA 3a Ta3y LEII;

3) B KOHTEKCTAa Ha IPOYYBAHNMATA CBINIACHO MEXaHM3MA 3a TEHEPMpPAHE HA JaHHM, IOCOYEH B WieH 24, M NPOYYBAHETO 3a
OMOMOHNMTOPVHT Ha HAaCeIeHMETO, IOCOUYEHO B UiieH 25.

5. ECHA o6pa6oTBa naHHM OT OMOMOHMTOPMHI Ha HACETIEHMETO, MPENCTABISBALIM JMUHN TAHHM, CAMO 3a CIICIHNUTE LeIu:
a) OlEHKA Ha BB3NIENCTBMETO HA XMUMMKAIIUTe BHPXY 3[PaBeTO HA YOBEKA ¥ BbPXY OKOJIHATA Cpera;

0) HaOJIOfeHNe Ha BPeMeBUTE U [POCTPAHCTBEHNUTE TEHIEHIMY TPV eKCIO3ULINSTA;

B) paspaboTBaHe Ha IOKA3aTENM 3a PUCKOBE 3a 3[IPABETO U 3a BB3MCICTBHE;

I) MOHMTOPMHI HA BB3IEHCTBIETO HA PEryJIaTOpHATAa HAMeCa;

1) M3BbPUIBAHE HA IpeNBMUIEHATA B 3aKOHOHATENICTBOTO OLIEHKA HA PUCKA U IPENBUIEHOTO B 3aKOHOIATENICTBOTO YIPaBIIeHME Ha
pucKa;

€) B KOHTEKCTa HA IPOYYBAHMSATA CHINIACHO MEXaHM3Ma 3a TCHEpMpaHE HA JAHHY, IOCOYEH B WieH 24, ¥ Ha IPOYYBaHETO 3a
6I/IOMOHI/ITOpI/IH1' Ha HaceJleHMeTO, OCOYEeHO B uiieH 25;
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) OLIEHKA Ha HEOOXOMMMOCTTA OT PErynaToOpHN IEICTBUS M ONpEerisIHe Ha IIPUHOPUTETH 10 OTHOLICHME Ha Te3M ICHCTBIS;

3) MOIKpena 3a M3rOTBAHETO Ha IIOIUTUKM M CHCTaBAHETO HA 3aKOHOMATEIICTBO, BKIIIOUMUTEIIHO UYpe3 NPOBEXKIAHE Ha HAYYHU
M3CIIEOBAHMA 3a Ta3U LETT;

1) yIecHsBaHe Ha 06pa60TBaHeT0 Ha OAHHU OT 6MOMOHMTOpI/IHr Ha Hacenenuero ot Komucusara, EEA, EObX, EMA n EU-OSHA
B CHOTBETCTBHUE C maparpadu 3, 4, 6 u 7.

6.  EOBX obpaborsa aHHM OT GMOMOHMTOPYHI Ha HACENIEHUETO, TPENCTABIISBALIM JIMYHN TaHHM, CAMO 33 CIICIHNUTE LI
a) OLICHKA Ha Bb3JENCTBMETO HA XMMMKAINTE BbPXY 3[PABETO HA YOBEKA VM BHPXY OKOJIHATA Cpefa;

0) HaOmIOfeHNe Ha BPEMEBUTE M [IPOCTPAHCTBEHNUTE TEHICHIMY TPV eKCIIO3MLINSTA;

B) paspaboTBaHe Ha IOKA3aTENM 3a PUCKOBE 3a 3IPABETO U 3a BB3MCICTBHE;

I‘) B KOHTEKCTa Ha IPOy4YBaHMATA CBITIACHO MEXaHM3Ma 3a TEHEpPMpAHE Ha NaHHM, IIOCOYEH B UJIEH 24, 1 Ha MpPOYYBaHECTO 3a
6I/IOMOHI/ITOpI/lHI‘ Ha HaC€JICHUETO, IIOCOUYEHO B YJIEH 25;

II) M3BbPUIBAHE HA NPEOBMIEHATA B 3aKOHOIATENICTBOTO OLEHKA HA PUCKA UM IIONKPENa 3a IPENBUIEHOTO B 3aKOHOHATENICTBOTO
yIIpaBIIeHMe Ha PUCKa;

€) OLeHKAa Ha HeOOXOMMMOCTTA OT PEryaToOpHI JENCTBISI U ONpefesIsIHe Ha IPUOPUTETH 10 OTHOIICHNE Ha Te3M AEHCTBIS;
K) MOHMTOPMHI Ha BB3[IEIICTBUETO HA PerynaTopHaTa Hameca;

3) MOJKpena 3a M3roTBAHETO Ha IOIMUTUKM M CbCTaBAHETO HA 3aKOHOMATEIICTBO, BKIIIOUMUTEIIHO Upe3 MPOBEXKIAHE Ha HaydHU
M3CIIeOBaHMsA 3a Ta3y LEIl.

7. EMA o6pa6oTBa gaHHM OT OMOMOHMTOPVHI HA HACETICHMETO, MPENCTABIISBALI JIMYHM [AHHM, CAMO 3a CIICIHNUTE Le:
a) OLEHKA Ha BB3IENICTBMETO HA XMMMKAINUTE BBPXY 3IPABETO HA YOBEKA 1 BBHPXY OKOJIHATA CPeNa;
0) HaOmIONeHNe HAa BPEMEBUTE ¥ IPOCTPAHCTBEHNTE TEHICHIMN [IPY KCIO3ULIMATS;

B) M3BbpIUBAHE HA IpeABMICHATA B 3aKOHOMATENICTBOTO OLCHKA HA PUCKA ¥ IOIKpena 3a MPedBMICHOTO B 3aKOHONATEIICTBOTO
yIIpaBlIeHME Ha PUCKa;

I) OlEHKA Ha HEOOXOMMMOCTTA OT PEry/IaTOPHM HEHCTBMS M OIpeNesIsiHe Ha MPUOPUTETUTE IO OTHOLICHUE HA Te3U HeiCTBUS
II) MOHMTOPMHI Ha BB3IENCTBUETO Ha PEryaTopHaTa HaMmeca;

e) MOJKpena 3a M3rOTBAHETO Ha IIOIMTUKM M CBhCTABAHETO HAa 3aKOHOIATEIICTBO, BKITIOUMTEIIHO 4YPE3 IPOBEXKMIAHE HAa HAYIHU
U3CTIEOBAHMA 3a Ta3u LEJ.

8. EU-OSHA o6pa6oTsa maHHM OT OMOMOHMTOPMHI Ha HACENICHMETO, MPEICTABIISBALLN IMYHI TaHHM, CAMO 33 CIIEIHUTE LIETIL:
a) OLEHKA Ha Bb3JENCTBMETO HA XMMMKAINTE BBPXY 3[PABETO HA YOBEKA VM BHPXY OKOJIHATA CpeMa;

0) HaOnmroneHye Ha BPEMEBUTE M MPOCTPAHCTBEHUTE TCHIEHLMM NPY CKCIIO3ULIMSTA;

B) MOHUTOPMHI Ha Bb3HENCTBMETO Ha peryraTopHaTa HaMeca;

I) OLEHKA Ha HeOGXOMMMOCTTA OT PErynaToOpHM MENCTBISL U OMpeHessIHe Ha MPUOPUTETHTE N0 OTHOLICHME HA Te3M IeNCTBILS;

I) NONNOMAraHe Ha IpedBUICHATA B 3AKOHOIATENICTBOTO OLCHKA HA PUCKA U IPENBUIEHOTO B 3aKOHOHATEIICTBOTO YIIpaBIIeHNME Ha
PUCKa;

C) MOIKpena 3a M3rOTBAHETO Ha IIONMUTUKM M CHCTaBAHETO HA 3aKOHOMATEIICTBO, BKIIIOUMUTEIIHO Upe3 NPOBEXKIAHE Ha HAYYHU
M3CIICOBAHMA 3a Ta3u LETT;

}K) paspa60TBaHe Ha I10Ka3aTeny 3a pUCKOBE 3a 3MPABETO M 3a BB3IEIICTBIE.
9. O6pa6OTBaHeTO Ha JaHHU OT 6I/IOMOHVITOPVIHF Ha HaCeJIeHMETO, MMPENCTaBIIABALLN JIMYHN JAHHY, OT ar€HUIMUTE UIIN Komucusira
3a LEeNnTe, IIOCOYEHN B naparpa(l)l/[ 3—8 OoT HacTOSILMS uJieH, He BOIIM [0 CIOMeIIsIHE Ha TaKMBA HaHHU C TpeTy CTpaHy, pas3ivHm oT

Te3M IO CMICHIA Ha wieH 4, Touka 10 or Pernament (EC) 2016679 u unen 3, Touka 14 or Permament (EC) 2018/1725.

10.  EAOC u ECHA npegocrassr nyGiiueH TOCTHII 10 JAHHUTE OT GHOMOHMTOPUHTI Ha HACETICHUETO, KOMTO ChbXPAHSIBAT UIIA 33
KOWTO TPETOCTABAT YCIIYTH 33 XOCTHHI, B aHOHMMu3npaHa ¢opma upe3 [PCHEM.
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11.  Arexuynre u KoMucusra geiicTBar Kato alMMHUCTPATOP HA JINYHM JAHHMU [0 OTHOLIEHVE Ha AHHUTE OT OUOMOHUTOPHHI Ha
HACENIEHMETO, MPENCTABIISABALLA JIMYHM [AHHM, KOUTO Te CbXPAHABAT, 33 KOMTO IPENOCTABAT YCIYIM 324 XOCTMHI WIA KOUTO
0bpaboTBar 3a uesmTe, MOCOYEHY B maparpadu 3—8.

12. EAOC u ECHA onpenensr nepyoga Ha ChXpaHEHMe 3a HaHHUTE OT OMOMOHMTOPMHI Ha HACeJIEHMETO, IPEICTABIISBALIN
TIMYHY IaHHM, KOUTO Te ChXPAHABAT, KAKTO M KPUTEPUITE, M3IONI3BAHM 3a Ta3y LIeJl, ¥ M3BBPIUBAT NPEITIEN Ha TO3M TEPUOIL U Te3U
KPUTEPUNL.

13. 3a 1enuTe Ha HACTOSIIMS UJleH HaHHUTE OT 6I/IOMOHI/ITOpI/IHF Ha HACEJIEHMETO BKIIIOUBAT JIMUHM [JAaHHMU, C'b6paHI/I npenn
BIIMI3AHETO B CUJIA Ha HACTOAIINSA PETJIAMEHT B CHOTBETCTBME C IIPMIIOKMMMUTE IIpaBIiIa 3a 3alllUTa Ha TaHHUTE.

Ynen 7

VndopMannonHa miaT$popMa 32 MOHUTOPUHT Ha BB3IENICTBUETO HA XMMMKAIUTE

1. ECHA ympasisisa u nomibpxa, Kato 4acT ot o0uara marpopma 3a nanuy, [PCHEM, cbmbpKalia TaHHM 33 HAIMYMETO Ha
XUMMKAITH B Pa3iiyuHi CPEH, BKIIOUMTEITHO BOJIATA, OYBATA, BB3MyXa B 3aTBOPEHM MOMEIIEHNS, Bh3IyXa Ha OTKPUTO, OMOTATa,
XpaHuTe u Qypaxkure, B YOBEWIKOTO TSUIO ¥ B MPOLYKTIL.

2. o 2 anyapu 2029 r. Komucnara npexsbpiis JaHHUTE OTHOCHO Xumukanure, chabpxamm ce B IPCHEM, na ECHA, 3a na
ObIaT BbBeleHN B obmara miatgopma 3a JaHHH.

3. o 2 anyapu 2029 r. Komucusara npexsbpris JaHHUTe OTHOCHO XUMMKanute, chubpxamm ce B IPCHEM, na ECHA, EAOC
mmu EOBX 3a XOCTMHT B ChOTBETCTBME C MaHHATa Ha ChOTBETHATa areHIMS M B ChOTBETCTBME C UJIeH 5.

4. (Jen NpMKITIOYBAHE Ha MPEXBBHPIAHETO, MOCOYEHO B maparpad 3, korato Komucusara iy emHa OT areHUMMTE MPETOCTaBs
XOCTUHI WIM CbXPaHsBA IAHHM 33 HAJIMUMETO HA XMMMKAIA M CBbP3aHM C TAX HAHHM OTHOCHO XMMUKAJIUTE, TS IIPeNocTasst 6e3
3a0aBsiHe Te3n naHHu Ha ECHA, 3a ma Obmar beenenyu B [PCHEM.

5. Kommcuara u areHummte cu ChTpynHMYaT Ha TexHuuecko paphuuie ¢ ECHA, 3a ma ch3mapgar Bb3MOXHOCTM NaHHMTE 3a
HAJIMYMETO HA XUMMKAIIM M CBBP3AHMTE C TAX [JAHHM OTHOCHO XMMUKAJIUTE, 33 KOUTO Te IPENOCTABAT XOCTMHI MM KOMTO
CXpAHSBAT, 1a GBIAT BbBEICHN U MyONMKYBaHNM Ha 00MIATA MIATGOPMA 32 HAHHM.

6.  ECHA rapautupa, ue mauxute, coubpkaum ce 8 [PCHEM, ca MalmHHOUYeTHMM M MOTaT 1a OBOAT M3TEITIHIL

Ynen 8

Xpanunuire Ha pedepeHTHM CTOIHOCTH
1. ECHA cp3nasa u ympasisisa XpaHuiuiie Ha pedepeHTHN CTOMHOCTM KaTo YacT OT obuiara miatdopma 3a TaHHIL.

2. ECHA skimousa 6e3 3a0aBsiHe BCsiKa peepeHTHA CTOMHOCT, IpHeTa 10 CIIaTa Ha MpaBHY akToBe Ha ChbrO3a, IMOCOYEHN
B IIpWIOKeHNe [, B XpaHWIMIIETO Ha pedepeHTHN CTOMHOCTH.

3. o ce otHacs mO pedepeHTHUTE CTOMHOCTM, KOMTO HE Ca NPHMETH MO CHIATa Ha HpaBHM akToe Ha Cblo3a, M3GpOCHN
B NPUIIOKEHMeE I, areHImMmTe, KOMTO CbXPAHSBAT MIIM YCTAHOBSIBAT PeepeHTHN CTOHOCTY KATO YaCT OT CBOUTE MEHHOCTH ChIIIACHO
npaBHuTe akToBe Ha Cbio3a, M3OpOeHM B mpuiloxKeHye I, yact 1, iy pedepeHTHUTE CTOMHOCTH, MOCOUEHM B mpuitoxeHue II,
npegocTasst Oe3 3abapsiHe Te3u peepertan croiHoctn Ha ECHA B cranmaprute GopMary, IpesuieHn B uieH 17, KOraTo Takusa
Ca HaIMMYHY, 33 1a OBIAT BHBEICHN B XPAHMIMIICTO HA PeepeHTHNM CTOIMHOCTIL

4. 3a uenute Ha maparpad 3, KOrato peepeHTHUTE CTOMHOCTM Ca BKIIIOYEHN B PEryNIATOPHO [OCHeE, NPEICTABEHO HA areHUMNTE,
areHIMKTE CIONENIST Te3u pedepeHTHN cToiiHOCTM B cTaHnapTHute dopMary ¢ ECHA Ge3 3a6aBsiHe 1 criefl KaTo ChOTBETHUTE OLEHKM
Ha BJMIHOCTTA U [OBEPUTETTHOCTTA GBIAT 3aBbPLICHN OT IbPBOM3TOYHMKA B CHOTBETCTBHE C NPUIOKMMIUTE TPABUIIA.

5. be3 3abaBsHe ECHA BKiTf0UBa B XPaHWINILETO Ha ped)epeHTHNM CTOMHOCTH BCSKA peepeHTHa CTOMHOCT, KOSITO CUMTA, Ye € OT
3HaueHMe, M KOATO € TeHepupaHa KaTo yacT oT mporpamy Ha Cbl03a, HAUMOHANIHYM WM MEKIYHAPOIHM MPOTpamMy MM OT
HAayYHOM3CTICNOBATENICKY eiHOCT M ¢ mpegocrasena Ha ECHA B cranmapramre ¢opmary, OCOYEHM B WieH 17, KOTaTo TaKbB
craHgapreH gopmar e pazpaboTeH.

6.  ECHA rapantnpa, ue JaHHNTE, CHIBPXKALIA CC B XPAHIIMIIETO HA pedepeHTHM CTOMHOCTH, Ca MALIMHHOYETHMIL

Ynen 9

ba3a maHum ¢ yBeooMIIEHUS 3a U3CTIEOBaHUS

1. Mo 2 noemspy 2027 r. ECHA cp3nasa 6asa maHHM C yBenmomsteHus 3a macrensarus, kosto ECHA ympasrssa.
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2. ECHA coxpansisa B 6a3aTa JaHHM C yBEJOMIICHVSI 32 VM3CTIEABAHMS JaHHUTE OTHOCHO XVMMMKAIIUTE, 33 KOUTO TSI € MONIydmia
YBEIOMIIEHME CBITIACHO uJleH 26.

3. [laHHute, ChObpKaum ce B 0a3aTa JaHHM C YBEIOMIICHMS 34 M3CIICIBAHUS, CE CUMTAT 3a TOBEPUTEITHU M HE CE OIOBECTSBAT
TyOII4HO.

4. Bes ma ce 3acsra maparpad 7 OT HAcTOSUMAS diieH, Korato Kommcnsra wim HsKos oT areHuumre mpenoctassit Ha ECHA,
B CHOTBETCTBME C WiIeH 5, maparpad 2, perucTpauys, 3asiBleHMe, yBEIOMIIEHNME WM JIPYro MOIXOISIIO PErylaTopHO JOCHe, BbB
BPb3Ka C KOMTO € MOMNAJEHO YBENOMIIEHME CBINIACHO WileH 26, Te MOCOUBAT KOM €lIEMEHTM OT YBENOMIIEHMETO 3a M3CIelBaHe ca
TOBEPUTENIHN, KOTATO Ce BbBeXMaT B obuara mwiargopma 3a naHHK. CaMo eleMeHTHTe, [I0COYEHN KaTo [IOBEPUTEITHY B CHOTBETHOTO
3asIBIICHIIE, YBEIOMIICHIE WM JPYTO MOIXOMSMIO PEryJIATOPHO HOCKE, B CHOTBETCTBME C PA3NOPEHONTe OTHOCHO MOBEPUTENHOCTTA
ChITIAcHO aKTa Ha Cbro3a Ha NPOM3XOM, CE MOCOUBAT KATO IOBEPUTENHM B YBEHOMIIEHMETO 3a M3CIIENBAHE, KOTATO Ce BbBEXKIAT
B obuara miatdopMa 3a JaHHIL

5. Korato ECHA mnomyun, B CbOTBETCTBIE C WIEH 5, maparpad 2, perucrpamys, 3assieHme, yBeIOMIICHNe I IPYTO MOIXOMALIO
PerymaTopHo JocHe, BbB BPb3Ka € KOETO € MONAfeHO yBeTOMITeHNe ChriacHO uneH 26, ECHA mpemoctasst TOCTBII Ha 0OLIECTBEHOCTTA
IO ChOTBETHATA MH(OPMALMS OT YBEIOMIIEHNMETO upe3 obmiata IiaTdopma 3a NAHHM ¥ CIa3Ba MOBEPUTEITHOCTTA Ha EEMEHTHTE,
IOCOYECHI KaTO NOBEPUTENIHN B CHOTBETCTBME C Maparpad 4 OT HACTOSIIMS WiIeH.

6. OpI‘aHI/ITe M HalMOHAJIHUTE IIpaBoIpuilaraliy OpranyM MMar HOOCTBbII OO HAHHUTE, CbhObpXKalin ce€ B Oazata JaHHU C
YBEOOMIIEHMA 3a M3CIIENBAHNSA, IIPEON TE3V HAaHHM Ha 6’bIIaT BBBEICHN B 06HIaTa HHaT(l)OpMa 3a DaHHU.

7. Koraro EOBX mnomyun 3assrnenme cbrmacHo Permament (EO) Ne 178/2002 u B3eme pelueHyue 3a OIOBECTSIBAHE Ha
IIPOyYBAHMSTA, NPUIPYXKABALIM TOBA 3asBIICHNE B CHOTBETCTBHME C wieHoBe 38—39m or Permament (EO) Ne 178/2002, Toit
IPEIOCTaBst JAHHNUTE, KOUTO Ce ChIbPXKAT B 0asara maHHM, rocoueHa B wieH 326 ot Permament (EO) Ne 178/2002 u komto
CHOTBETCTBAT Ha 3assieHueto, Ha ECHA 3a BbBexmaHe B oOmmara mmaropma 3a TaHHM.

8. ECHA u EOBX cu chTpynHmyar, 3a a OCUIypAT OOLI TOIXOI 33 MICHTHUIMpPaHe Ha MHPOPMALATA, 33 KOSTO Ca MOTYUMITA
YBETOMITCHIME B ChOTBETCTBME PECIIEKTMBHO C WieH 26 OT HACTOSIUMS PernameHT u ¢ wieH 326 or Permament (EO) Ne 1782002,
¥ YIIeCHSIBAT NPOCTIEISIBAHETO HA [POYUYBAHUATA, 32 KOUTO €4 HOCTBINUIA YBEHOMIICHMS B CHOTBETHHUTE MM 0a3u HaHHM.

Ynen 10

ndopManus 3a perynaTopHu MpouecH OTHOCHO XMMHKAIINTE

1. ECHA cb3nasa u ympasissa, KaTo yact oT obuwiara miardopma 3a JaHHM, HOBA 0asa MAHHM, ChIbpXKalia MHGOPMALILS 3a
PerynaTopHuUTE MPOLECH M JAeMHOCTM 3a OTHENHM XMMMKAIM I TPYNU OT XMMMKAIM, KOMTO ca IUIAHMPAaHM, Ca B XOI MM Ca
IIPUKITIOUMIIN CIIENL BIIM3AHETO B CUJIA HA HACTOSILMS PEITIAMEHT OT IbpKaByUTe UIEHKN, HALMOHAIIHUTE areHUMy MM MHCTUTYLMUTE
Ha Cpro3a, ECHA, EAOC, EOBX, EU-OSHA nnut koMuteTyTe, OCOYEHN B paBHNTe akToBe Ha Chio3a, n3bpoenn B mpunoxere 1L

2. Koraro KOMIETEHTHMTe OpraHy Ha IbPKABNUTE WICHKM, NOCOUEHM B HSKOH OT MpaBHMTe akToBe Ha Cb03a, 1M3OpOCHN
B npwioxenye III, pasnornarar ¢ uHdopmMaisira, ocodeHa B maparpad 1, Te Ge3 3a0aBsiHe MPENOCTaBAT Tasu MHOpPMALMS HA
areHuysita Ha Cblo3a, OTTOBOPHA CBINIACHO CHOTBETHVS IpaBeH akT Ha Cblo3a, mocoueH B mpuioxenue III. 3a Bceku perynatopeH
TIPOLEC MITH JIEMHOCT Ce BKITIOUBA HAII-MAIKO CTIeAHATa MHGOPMALISL:

a) MIEHTMYHOCTTA HA XMMMUKAIa;

0) mpaBHMAT akT Ha ChIO3a M PEryIaTOPHMSAT HPOLEC, B UMIITO KOHTEKCT Ce M3BbpLIBA EHHOCTTa;

B) JIMLETO WIIM OPTaHbT, OTTOBOPEH 3a PETyNaTOpHMs IIPOLEC MM NIEHHOCT;

I) CTaTyChT Ha PErynaTOpHMs MPOLEC MM IEHHOCT;

II) Pe3YNTaTT OT PEryNaTOPHMS MPOLEC MMM HEHHOCT, BKIIOUMTENIHO, KOTaTO € MPMUIOXKMMO, TIPUETH IOKIIAmM MM CTAHOBUILA;

e) KOraTo € IpUIoXKIMMO, IJIaHMpaHaTa aTa 3a 3alloYBaHe Ha PETYIAaTOPHMUA MPOLEC U HCIZHOCT, KaKTO 1 J1aTaTa Ha 3aBbpIIBAHC
VI TTOCIIEIHA AKTyann3alnys Ha M3BbPIIECHNSA HAIIPEIbK.
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3. Koratro ECHA, EAOC, EOBX, EU-OSHA mmu Kommucusra pasmomnarar ¢ meOpMamusra, mocoueHa B maparpa¢ 1, Te
npenoctasr Tasu uHpopMarys Ha ECHA 3a BbBexmaHe B oOmmara miatgopma 3a JaHHM B CTAHIAPTHUTE POPMATH, HPENBUIEHN
B wieH 17, Ge3 3a6aBsHe M KOraTo ¢ MPUIOXKMMO, CIIel KAaTO OTTOBOPHATA areHums wiv KoMucusra e M3BbpLIMIA OLEHKA Ha
BaMIHOCTTA. [Ipu npenocTaBsiHeTo Ha Tasu MHGOPMALMS Ce BKIIIOYBA HAM-MANKO ClIedHATA MH(OPMALIS 3a BCEKM PEryIaTOpeH
IIPOLIEC I [IEHHOCT:

a) MIEHTMYHOCTTA Ha XVMMMUKAIa;

0) npasHusT akT Ha Cbi03a M PETYNIATOPHUAT MPOLIEC, B YMIATO KOHTEKCTA Ce M3BBPLIBA [EIHOCTTA;

B) JIMLETO MIIM OPTaHBT, OTTOBOPEH 33 PEryNlaTOPHMSI NPOLEC MIIM JefHOCT;

I) CTaTyChT Ha PErynaTOpHMs MpOLeC WM IEHHOCT;

1) Pe3YNTaTT OT PEryJaTOPHMS MPOLEC MMM JEHHOCT, BKIIOYMTENIHO, KOTaTO € MPMUIOXKIMO, TIPUETH IOKIIAgM MM CTAHOBUILA;

e) KOorato € NnpuiIoXKHuMO, INIaHMpaHaTa J1aTa 3a 3all0YBaHE Ha PEryjlaTopHMs ITpouec U IeHOCT M MaTata Ha 3aBbplIBaHE
J IIOCIIEIHA aKTyanu3alys Ha M3BbPIICHM HaIlPEIbK.

4. Vndopmaumsra, mocodeHa B maparpad 3, OyKBu a)—e), OTHOCHO KOHKPETEH PErynaTopeH MpOLeC MM IeIHOCT Ce MPeToCTaBs
Ha OOLIECTBEHOCTTA CIIel OQMIMAITHOTO 3aMOUBAHE HA TO3M MPOLEC MM HEiHOCT.

UYnen 11

IaHHUM OTHOCHO XMMMKAJIMTE B U3eNNs WIU MPOIyKTH

1. ECHA cb3maBa u ympasisiBa, KaTo 4acT oT obumiata mimargopMa 3a faHHM, 6a3a NaHHM, CBIbpXKAlla JaHHM OTHOCHO
XMMMKAJIUTE B M3HENNS UITM MPOHYKTH, TeHepypaHy UM TIPeIOCTaBeHM KaTo YacT OT MpUIIaraHeTo Ha MpaBHMUTE akToBe Ha Cblo3a,
nocoueHn B npuioxenne V. Komucusita paspabotsa ChOTBETHNTE CBbP3aHN YHKIMM Ha 6azaTa MaHHM.

2. Koraro Kommcmsara mam emHa OT areHUMMTE pasnonara ¢ IAaHHWTE, MOCOYeHM B maparpad 1 OT HACTOSWMS WIeH, TS
npeoctasst te3u ganun Ha ECHA 3a BpBexkmaHe B oOmara miatdopMa 3a TaHHY B CTAHTAPTHMTE GOPMATH, [IOCOYCHN B WieH 17,
KOTaTo ca HanmuHu, 6e3 3a6aBsiHe 1 KOraTo e MPUIOKIMO, CIIell KaTo OTTOBOpHATa areHIyst uim KoMucisiTa e M3BbpIumIia OlieHKa Ha
BaJIMIHOCTTA.

3. Korato xomnerenTHute Oprany Ha ObpPKaBUTE UYIEHKM CbXpaHABAT HAHHM, IIOCOUEHN B Haparpa(l) 1 oT HacTrosiMsl usieH, Te
MOTIaT fa IMpeIoCTaBAT TE3N HAHHM B CTAHOAPTHUTE (1>opMaTm, IIOCOYEHU B YJICH 17, KOraTo ca HaJIM4YHM, Ha areHUMATa, OTroBapsma
CbITIACHO CHOTBETHMA MPABCH akKT Ha Cbr03a, MOCOYEH B NpUIoKEHNE V, w va ECHA Ipy NIUIICa Ha TakaBa areHuys, KosToO MOXKe
J1a TIpeoCTaBs yCilyru 3a XOCTMHI Ha TaHHUTE.

4. Komucusara m areHummre ocnrypsiBat H€06XO]II/IMOTO TEXHNUYECKO CHTPYOIHMYECTBO HA ECHA, 3a J1a C€ mage BB3MOZXKHOCT
TaHHUTE OTHOCHO XMMMVKAIINTE B V3OV VIV IIPOOYKTU [1a 6’bHaT BBBEICHN B 0Oazata JaHHM, ITOCOYE€HA B r[aparpa(]) 1.

UYnen 12

Jlamm 3a AJITEPHATUBY Ha BelECTBaTa, MOpaKaaliu 6€e310K0IiCTBO

1. ECHA cp3masa u ympasiissa, KaTo 4act oT obumiata miardopMa 3a maHHM, 0a3a DaHHM, ChIbpIKALIA JAHHM 33 110-0e30MacHm
aNTepHATVMBY Ha BElIECTBATA, OpaxXyalm Ge3MnOKONCTBO, KaKTO ca onpenesieHn B ueH 2, Touka 27 ot Permament (EC) 2024/1781
Ha EBponeiickus maprament u Ha ChbBera (2!), M Ha BelleCTBa, KOMTO OTTOBAPAT HA KPUTEPUUTE 3a KIACUPUIIMpPaHe B KITacOBeTe Ha
OMACHOCT, MOCOYEHY B WieH 2, Touka 27, GykBa 6) OT BHOPOCHMS pernameHT. Te3y MaHHM BKITIOUBAT IAHHM 33 aNTePHATHBHU
TEXHOTIOTMM VITM MaTepyaniy, KOUTO He M3MCKBAT TaKMBA BEIIECTBA.

2. Koraro Kommcnsta uin efiHa areHimmte ChbXpaHsBa AaHHM, MocodeHu B maparpad 1, s npemocrasst e3u nanuu Ha ECHA 3a
BbBEXIaHe B 00LaTa miarpopma 3a [IaHHU.

(*")  Permament (EC) 2024/1781 na Espomeiickus maprmament 1 Ha Cbeta oT 13 torm 2024 r. 3a Ch3gaBaHe Ha paMKa 3a OMNpeNeNsHe Ha
MBICKBAHNMATA 3a €KONMPOEKTUPAHE 3a YCTOIMUMBIU MPOIYKTH, 3a M3MeHeHye Ha [upektusa (EC) 2020/1828 u Pernament (EC) 2023/1542
u 3a ormsiHa Ha Hupektnsa 2009/125/EO (OB L, 20241781, 28.6.2024 r., ELL: http://data.europa.eu/eli/reg/2024[1781/o0j).
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3. Koraro KOMIETEHTHMTE OPTaHM HA TbPKABUTE WIICHKNM CbXPAHSBAT IaHHM, OCOYCHN B maparpad 1 OT HAaCTOSIUMS WieH, Te
MOTAT [1d MIPEIOCTABST Te3M TAHHM B CTAHAAPTHUTE GOPMATH, ITOCOUEHN B UileH 17, KOraTo Ca HAJIMYHM, HA areHINsT, OTTOBApSIIIA
CBITIACHO CHOTBETHMS IpaBeH akT Ha Chbl0o3a, IOCOUEH B MPUIIOKeHue I, umm npy nmica Ha Takasa arenums, Ha ECHA, xosto Moxe
Ila NPefoCTaBs YCIYTM 3a XOCTUHT Ha HaHHMTE.

4. ECHA ynecnssa 106pOBOITHOTO MOABaHE HA TAHHU OT 3aMHTEPECOBAHNTE CTPAHM, KAKTO € IIOCOUYEHO B maparpad 1.

Ynen 13

VndopManus 0THOCHO 3aTBIKEHMSATA CHITIACHO aKkToBeTe Ha CbI03a B 00/1aCTTa HA XMMUKAIUTE

1.  ECHA cb3masa u ympasisiea, Karo uact or obumara margopma 3a maHHM, (asa JaHHM, ChObpxama nHOpMAuMs 3a
pasnopenOnte ¥ MPaBHUTE 3aIBIKEHNs, MPUIOXKNUMY CIPSIMO XMMUKAIUTE CBINIACHO IpaBHMTe akrose Ha Cbio3a, M3GpoeHM
B nipuiioxenue I, vacr 1.

2. ECHA penoBHO akTyanusupa MHGOpMALmMsTa B IIOCOUeHaTa B maparpad 1 or Hacrosuyst uieH 6asa JaHHY, [OHE BEIHBX
TOIMIIHO ¥ B ChOTBETCTBIE ChC CUCTEMATa 3a yIpaB/eHNe, I0CoUeHa B wieH 4, maparpad 3.

UYnen 14

Xpanunuiie Ha CTAHIAPTHU POPMATH U KOHTPOIMPAHU PeUHULN

1. ECHA cb3naBa u ynpasiisisa XpaHulniie Ha CTAHIApTHY OPMATH 1 KOHTPOIIMPAHH PEYHULM KAaTO YacT oT obwara miardopma
3a JJaHHMN.

2. Koraro cwrmacHo mpasHute akToBe Ha Cbi03a, M30pOeHN B MpWIOXKeHye I, ca YCTaHOBEHM CTAHHApTHNM (OPMATH Ha JaHHM,
ECHA r BkimouBa B o0mata miatpopma 3a [IaHHMU.

3. Korato Komumcusita i eiHa OT areHUMuTe ONpeNeNist CTaHIapTeH POpMaT Ui KOHTPOIMPAH PEYHUK B CHOTBETCTBHE C UlleH
17 wmn 18, 15 ro mpenocrasst Ha ECHA 6e3 3a6assine, 3a 1a 6be BbBeeH B obuwiata miatdopma 3a TaHHM

UYnen 15

ba3a ganHu 3a MHPOpMaLMs, CBBP3aHA C €KOIIOTMYHATA YCTONYMBOCT

1. Ho 2 smyapu 2032 r. ECHA cb3paBa, KaTo yacT OT ofuara HnaT(])OpMa 3a JaHHM, 0a3a HAaHHU, KOSTO ChIbpXa HaHHM,
CBBP3aHU C EKOTIOTMYHATA YCTOIMUMBOCT ¥ KOSITO pasmornara ¢ GpyHKLMuTE, IPOCKTUPAHI B CHOTBETCTBHUE ¢ maparpad 4, u KosiTo 6asa
nanuu ECHA ynpasnsisa.

2. Korato KomucusTa Unm efiHa areHIMMUTe TIPEIOCTaBs XOCTUHT MIIM ChXPaHsBa JaHHM, CBbP3aHMU C €KOTIOTMYHATA YCTONYMBOCT,
st mpemocrasst Te3u gaHHy Ha ECHA Ge3 3a0apsiHe 3a BbBexmaHe B (asata [IaHHNM 33 MHQOpMALIS, CBBP3aHA C €KOJIOTMYHATA
YCTOMUMBOCT, crief Kato Komucnara mim areHumsaATa, KOATO IIPEIOCTaBs XOCTUHT MM ChXPaHsBa Te3M TaHHM, € 3aBbpLIMIIA, KOTaTo
€ YMECTHO, OLIEHKAaTa Ha BAJIMIHOCTTA M MOBeputenHOCTTa. OCBEH TOBA [IbPXKABUTE UICHKM MM APYTM CyOEKTH, BKITIOUMTEITHO
HalMOHATHM aTeHIVY, HayYHOM3CIIeNOBATENICKY MHCTUTYTH M OpTaHM3alMM OT TPeTW IbpXKaBM, MoraT ma npefctapar Ha ECHA
IIAHHI, CBBP3aHM C €KOJIOTMYHATA YCTOIUMBOCT. KOMMCHSITA 1 areHIMITE OCUTYPSIBAT HEOOXOIMMOTO TEXHIUECKO CBTPYIHIUECTBO Ha
ECHA, 3a ma ce faje Bb3MOXHOCT 33 BbBEXK[AHETO HA Te3 NaHHM B 0asaTa maHHNM 3a MHOPMALWS, CBbP3aHA C EKOTIOTMYHATA
yeroitunsoct. ECHA mpegocrasst HeobxonmmMara nonkpera Ha Komucusta u areHummre, 3a 1a yleCHU BbBEXKIAHETO HA Te3M TaHHIL

3. Korato cbracHO uiieH 5, maparpad 6 M3CIemoBaTeUTe MM M3CIEHOBATENICKUTE KOHCOPLMYMY, QUHAHCUPAHN 110 JIMHMS Ha
pamkosute nporpamu Ha Cbro3a, npenoctasatT Ha ECHA BcAKaKBM JaHHM OTHOCHO €KOJIOTMYHATA YCTOMUYMBOCT Ha XUMMKAIy MM
Matepuaiti, Kouto csbupar umn reHepupar, ECHA BbBexkma Tesyt maHHN B 0a3ata TaHHM 33 MHPOPMALINS, CBHP3aHA C eKOTIOTMYHATA
YCTOJUMBOCT.

4. o 2 smyapu 2029 r. Komucusra, ciefl KOHCYNTalums C [IbpXKaBuTe uileHKM, paspaborsa ¢yHKumM Ha 0Oasata JaHHU
¥ OIpeleNs ChUIECTBYBALIMTE HAOOPM OT JAHHM OTHOCHO XMMUKAJIWTE, CBbP3dHU C €KONOIMYHATA YCTOMYMBOCT, PAsiIM4HU OT
maHHuTe, nocouenn B maparpad 2. ECHA mpemocrasst yciyru 3a XOCTUHT M NOAIbPXKA Te3U TaHHIL

24[48 ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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Ynen 16

M3non3Bane Ha NpeEMUHANIN PELEH3USA HYGHMK}’BaHM JaHHU OT U3CJICIBaAHUA

1. Kommcmsara ¥ areHUMuTe HAChpyaBaT pa3pabOTBAHETO M W3ION3BAHETO HA WMHCTPYMEHTM M NPAKTHKM, YIIECHSBALIM
V3IOM3BAHETO HA IPEMVHANMA peleH3ys NyONMKYBaHM IAHHM OT M3CNICHBAHMS B PEryNATOPHUTE OLEHKM Ha XMMUKAJINTE,
BKJTIOUMTEIIHO IIPAKTMKY 3a Pa3pa0OTBaHe M M3IOJI3BAHE HA CTAHIAPTH 33 JOKJIA[BAHE 33 TAKMBA JAHHY, KAKTO ¥ MHCTPYMEHTH 33
TbpCEHe, CKPUHIHT ¥ M3BIIMYAHE HA CHOTBETHNUTE NMPEMMHAIN PELEH3MsT MyOIMKYBAHN TaHHU OT M3CTEIBAHMS.

2. Korato Kommcmsara wnm emHa OT areHuumre y4acTtBa B paspa60TBaHeT0 Ha MHCTPYMEHTUTE M IPAKTUKNTE, ITOCOUECHU

B naparpad 1, Komucnsira i areHummute ci OKa3Bar TSACHO CHTPYIHNYECTBO ¥ MPELOCTABST MOMOLI 10 LIeNechoOpasHOCT.

[TIABA 111
CTAHJAPTHU (OPMATU U KOHTPOJIMPAHU PEUHULIA

Ynen 17

Cranpaprau gopmaTu

1. Besna ce 3acsirat pasnopen6ure Ha Cbio3a OTHOCHO pa3paboOTBAHETO TN MPENOCTaBSHETo Ha popmatit Ha gaHHuTe, Komucusita
¥ areHIMITE OMPENIEIIAT, KOTaTO ¢ YMeCTHO, 33 JAHHMTE, IOCOUCHY B WieH 3, maparpadu 2 u 3 ¥ momanaiy B 00XBara Ha TeXHUTE
TIPaBOMOLINSI, CTAHIAPTHM QOPMATH ¥ COPTYepHM TAKeTH ¥ M MPENOCTaBAT Oe3IIaTHO upe3 obuiata miat¢opMa 3a ITaHHIL

2. Tlpu craugapraute Gopmaty TpsiOBa, TOKOIKOTO € Bb3MOXKHO:

a) ma ce u30srBa M3ION3BAHETO HA 3ALMTEHN C aBTOPCKM IPaBa CTAHIAPTIL;

0) I ce M3MON3BAT [IOBTOPHO ChIIECTBYBALINTE OPMATH HA [AHHUTE WIM HA YaCTH OT TX;

B) ma ce u3nomssar gopmarure Ha OVICP mmyt mpyru MexXIyHapomHO HOroBOpeHU GopMmaty;

I) IIa ce OCUrypsiBa ChITIACYBaHE C IPYTM OTHOCUMM YOpMATH HA TaHHUTE;

I) 1a ce OCUTypsiBa OMEPATMBHA ChBMECTMMOCT ChC CHIIECTBYBALIMTE MPOLEIYPU 3 MPEIOCTABSHE HA TAHHIL

3. Cranmaptaute $OpMATH Ca ONMEPATMBHO CHBMECTVMI C OOMIaTa IaTdopMa 3a TaHHM ¥ ca YIOOHM 3a MO3BaHe.

4. OpraHute WM HALVMOHATIHUTE areHLMM OOMEHAT JaHHMTE, ChIbpKAlW ce B OOLATa MIaTgopMa 3a JaHHM, B ChOTBETHMUS
CTaHmapTeH Qopmar.

5. Kommcmsra u areHuynte M3mon3sar popMara Ha MeKIyHApOIHATA yeIHAKBeHa 0a3a MAHHM 33 XMMMYeCKa MHQOpMALIs
(IUCLID), 3a ma npemoctasst Ha ECHA 3a BpBexnane B obmiata miatdopMa 3a JAHHM CHOTBETHUTE YACTM OT HOCHETATa CHITIACHO
CIIeHUTe NpaBHM aKToBe Ha Cbro3a:

a) Pernament (EO) Ne 1831/2003 na Esponeiickus napnament u Ha Cosera (2);
0) Permament (EO) Ne 1935/2004 na EBponeiickus napnament 1 Ha Coeera (*°);

B) Permament (EO) Ne 1331/2008 na EBpomneiickus maprnament 1 Ha Coeera (*4);

(*®  Pernament (EO) Ne 1831/2003 na Eporerickust napiament 1 Ha Cbsera ot 22 centemspu 2003 1. OTHOCHO OOABKYM 33 M3IIOJ3BAHE IIPH
xpateHero Ha xkusothute (OB L 268, 18.10.2003 r., crp. 29, ELL http://data.europa.eu/eli/reg/2003/1831/0j).

(*)  Pernament (EO) Ne 1935/2004 na EBponeiickust napnament 1 Ha CbBera ot 27 okromspyt 2004 r. OTHOCHO Matepuainute M MpeMeTHTe,
npeIHA3HAYCHN 33 KOHTAaKT C XpaHu, 1 3a oTmsiHa Ha Hupektysu 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).

(*)  Pernmament (EO) Ne 1331/2008 Ha EBponeiickust mapnament u Ha Cbeera ot 16 nexemspy 2008 T. 3a yCTaHOBsBaHE Ha 00 paspelTeHa
npoweypa 3a JOOABKIMTE B XPAHUTE, EH3UMITE B XpaHuTe 1 apomatusantute B xpanute (OB L 354, 31.12.2008 r., crp. 1, ELL http://data.
europa.eu/elifreg/2008/1331/0j).
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1) Permament (EO) Ne 1332/2008 na EBponeiickus mapnament 1 Ha Coeera (*°);
m Permament (EO) Ne 1333/2008 na Espomeitckns napnament u Ha Coeera (2°);
e) Permament (EO) Ne 1334/2008 na Esponeiickus napnament u Ha Coeera (¥);
k) Pernament (EO) Ne 1223/2009;

3) Pernament (EC) Ne 234/2011 Ha Kommcnusra (*5);

) Tupekrusa 2009/48/EO Ha Epomeiickust napnament u Ha Coseta (*°);

i) Permament (EO) Ne 1107/2009;

K) Permament (EO) Ne 396/2005 Ha EBpomesickust maprmameHt u Ha CobBerta (*°).

6.  Kommcmsita m areHuymte Cu CHTPYIHMYAT IIPY YCTAHOBSIBAHETO HA CTAHAPTHM (OpMATH, 3a [a [ApaHTMPAT, 4e Te ca
CBITIACYBAHM C IPYTM OTHOCHMIM (OPMATM ¥ Ca ONEPATMBHO CHBMECTMMM C OOLIaTa MIaTopMa 3a JaHHM M CbC CHLIECTBYBALINATE
TIpOLENypH 3a TPENOCTaBsIHE HA JaHHM.

7. Komucusra 1 areHumute npefnpueMar HeoOXOIMMUTE 1 MOIXOMSIIM MEPKH, 33 1a HaOMIONABAT 1 YCTAHOBSIBAT HA PaHEH eTarl
BCSKO TMOTEHIMATIHO pa3nuume MexiIy (QopMmaTuTe Ha JaHHMTE, KOETO OM MOINO J1a JOBee IO MpoOIeMy C OrepaTMBHATA
CHBMECTMMOCT. AKO Objle YCTAHOBEHO pasiiume MexXiy QopMarure Ha NaHHUTE, CHOTBETHNWTE AreHUMM CY CHTPYOHMYAT 33
VM3UNCTBAHETO MY IIIM, aKO PasfMuMeTo € ODOCHOBAHO, OOSICHSIBAT IpMYMHMTE 3a Hero. Korato ChOTBETHNMTE areHIMM He Ca
B CBCTOSIHME [1a MBUMUCTAT PA3IIMUMETO, T€ M3TOTBAT CHBMECTEH JOKIIA M IO IpefcTaBaT Ha Komucusara. B moxmnana sicHO ce mocousat
NPUUYMHNTE 33 PA3IIMUMETO, U3SCHSBAT Ce BCUUKM OCHOBHM TEXHMYECKM MPOOIEMI M ce MpaBy MPEIOKeHNMe 32 OTCTPAHsBAHE Ha
pasnuunero.

8.  Komucusra mpyema akT 3a M3IBIIHEHME, 38 14 OTCTPAHN Pa3NyUMeTo, OCOYCHO B maparpad 7.

Ynen 18

Konrponupanu peunuuu

1. Kommucusara u areHumumuTe Chb3nasaT M PeHOBHO aKTyanu3upaT KOHTPOIMPaHM PEYHMIM B PAMKMUTE Ha CBOMTE ITPABOMOLIMS 3a
[IaHHNTE, IOCOYEHN B WiieH 3, maparpadu 2 u 3, KOraTo TOBa € YMECTHO.

2. Kowmucusita u areHuyuTe [aBaT IPUOPUTET HA CH3ABAHETO HAa KOHTPOIMPAHM PEUHMLM 33 MIEHTUPUIMPAHE HA XMMUKAIIA
¥ XapaKTepusMpaHe Ha TeXHUTE GOPMIL.

3. le/l Ch3JABAHETO HAa KOHTPOIIMPAHM PEUHNLINA Komucusra n arenuumre:
a) u30ArBaT U3IOJI3BAHETO Ha 3alIUTEHN C aBTOPCKM IIpaBa KOHTPOJMPAHU PEUHMIY, TOKOJIKOTO € Bb3MOXKHO;

6) M3ION3BAT MOBTOPHO CHIIECTBYBALLN MJIeHTM(l)MKaTOp]/I Ha BEWIECTBA M KOHTPOIMpPAHM PEUHMILN UM YaCTU OT TAX, NOKOJIKOTO
TOBa € Bb3MOZKHO;

(*)  Permament (EO) Ne 13322008 na Espomesickust mapnament u Ha CoBera or 16 mekemspy 2008 I. OTHOCHO eH3MMNTE B XpaHUTE I 34
m3MeHenyte Ha [upekrusa 83/417[EMO Ha CoBera, Permament (EO) Ne 1493/1999 na Cosera, Hupexrusa 2000/13/EO, Hupexrnsa
2001/112/EO na Copsera u Pernament (EO) Ne 258/97 (OB L 354, 31.12.2008 r., crp. 7, ELL: http://data.europa.eu/eli/reg/2008/1332/
0j).

(*)  Pernmament (EO) Ne 1333/2008 Ha Esporneiickust napnament u Ha Cosera ot 16 nekemspy 2008 r. otHOcHO no6askute B xpanute (OB L 354,
31.12.2008 1., ctp. 16, ELI: http://data.europa.cu/eli/reg/2008/1333/o0j).

(*)  Pernmament (EO) Ne 1334/2008 na Esporeiickus napiament u Ha CbBera ot 16 nexemspyu 2008 r. OTHOCHO apOMATU3aHTHUTE 1 ONpPENeNieHN
XPAHMTEITHY CHCTABKI C APOMATIYHI CBOJICTBA 34 BITATAHE BbB MIIM BBPXY XpaHU 1 33 v3MeHerue Ha Pernament (EMO) Ne 1601/91 Ha CpBera,
pernamentu (EO) Ne 2232/96 u (EO) Ne 110/2008 u Hupekrusa 2000/13/EO (OB L 354, 31.12.2008 r., crp. 34, ELL http://data.
europa.eu/elijreg/2008/1334/0j).

(*%)  Pernament (EC) Ne 234/2011 na Komucusra or 10 mapr 2011 r. 3a npunarane Ha Pernament (EO) Ne 1331/2008 na Esporeiickus
mapiaMeHT 1 Ha ChBeTa 3a yCTaHOBsBaHe Ha O0IIA Pa3pelINTeNHa POLeMypa 3a 100aBKUTe B XpaHUTe, CH3UMIUTE B XPAHWUTE M APOMATU3AHTHTE
B xpanure (OB L 64, 11.3.2011 r., crp. 15, ELL http://data.europa.eu/elijreg_impl/2011/234/0j).

(*)  Hupekrusa 2009/48/EO Ha Esporeiickus mapiament u Ha Cbera o1 18 1ouu 2009 r. 0THOCHO 6e30macHOCTTa Ha feTckute urpauku (OB
L 170, 30.6.2009 r., ctp. 1, ELL http:|/data.europa.eu/eli/dir/2009/48/0j).

(") Permament (EO) Ne 396/2005 na Espomerickust maprament u Ha CoBera or 23 ¢epyapu 2005 I. OTHOCHO MAaKCUMAIHO HOIYCTVMUTE
IPAHMII HA OCTATHYHY BEIIECTBA OT MECTULIVIN BbB ¥ BBPXY XPaHU I Gypazki OT PacTUTeIIeH YTV XKIBOTUHCKY TIPOM3XOI I 32 M3MeEHeHIe
Ha [Inpextnea 91/414/EMO Ha Cpera (OB L 70, 16.3.2005 ., ctp. 1, ELL http://data.europa.eu/elijreg/2005/396/0j).
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B) M3ION3BAT KOHTpormpany peunmuy Ha OVMCP umn apyru MexKIyHapomHO JOrOBOPeHN PEUHMLM, TOKOIKOTO € Bh3MOXKHO;

F) OCUTYPABAT IIOCIIENOBATEITHOCT C HOPYIM CBOTBETHM KOHTPOIMPAHM PEUYHMIM, BKITIOUNTETIHO 4YpE3 MBIOTBAHE Ha Ta6HI/lIII/[ Ha
CBOTBETCTBUETO.

4. KoHTpONMpaHMTE PeUYHMLM Ca ONEPATHBHO CBBMECTMMI € OOmiaTa IIaTdopMa 3a TaHHM.
5. Koraro ca cph3fafenn KOHTpONMpaHu peunuuy, Komucusra u areHumumre:

a) i npegoctasaT Ge3MUIaTHO upe3 obuiata IIATGOpMa 3a IAHHM KATO HAOOPWM OT HAHHM ChC CBOOONEH IOCTBII, MOMNOMAraiiKu
TIOBTOPHOTO MM M3IIOJI3BaHE;

0) ru BHBEXIAT BbB BcekM copryep W WAOIOH 3a MOJaBaHe Ha MHQOpMALs, KOMTO TpsiOBa [a ce M3MON3BAa OT HOCELINTE
OTTOBOPHOCT JIMIIA CBIVIACHO IpaBHNUTE akToBe Ha Cbo3a, M30poeHy B mpuioxenne I, act 1 u mocoueHu B wieH 3, maparpad 2;
KaKTO 1

B) I M3IION3BAT NPV OOMeHa Ha TAHHM MOMEXKIY Ci upe3 ofmiata miaTgopma 3a TaHHM.
6.  Komucusita u areHUMuTe CU CHTPYIHMYAT TIPY Ch3IABAHETO HA KOHTPOIIMPAHNTE PEUHMLNA.

7. Komucusra n arenummre npedrnpueMar HCO6XOHI/IMI/IT€ VI IOOXOIAIM MEPKH, 3a 1a Ha6HIO]IaBaT 1 YCTaHOBABAT Ha paHCH €Tall
BCAKO TIOTEHUMAIIHO pas3jmuye MeEXNYy KOHTPOJIMPAHNUTE PEUHNIN. AKO 6’I)IIC YCTAaHOBEHO pas3nmume MeXNy KOHTPOIMPAHUTE
peunnny, CbOTBETHUTE ar€HIMN CM ChTPYOIHNYAT 33 M3UMCTBAHETO MY WIIN, aKO Pa3IINUNETO € O6OCHOBaHO, 00sICHABAT NpNYNHNUTE 33
Hero. Korato cbOTBeTHUTE areHIMM He ca B ChCTOSIHME JIa UBUUCTST TOBA pasimnune, T€ U3roTBAT CbBMECTEH MOKIIA[ M IO MPEnCTaBAT
Ha Komucusita. B mokiagma sicHO ce mocousar NPUYMHNUTE 33 Pa3iNMUMETO, UBSCHABAT C€ BCMYKY OCHOBHM TEXHUYECKN HpO6J’IeMIA nce
MpaBy NMPENJIOKEHNE 3a OTCTPAHSABAHE HA PA3INUNETO.

8. Komucusra npyeMa aKkT 3a M3IIBJIHEHME, 3a Ja OTCTPaHU pasnuuusiTa.

[TIABA IV
ITOBEPUTETTHOCT U U3IIOJI3BBAHE HA TAHHUTE OTHOCHO XVUMMKAJIUTE

Ynen 19

IIpaBa Ha gOCTBI U MPO3PAUYHOCT

1. Be3 ma ce sacsra Pernmament (EO) Ne 1049/2001, oOmiecTBeHOCTTa MMa JIOCTBI [0 BCUYKM NAHHM OTHOCHO XMMMKAIIATE,
ChIBPKALIM Ce B 0OMaTa miat¢opMa 3a JaHHM, ¢ M3KIIOYEHVE HA JAHHWUTE, 33 KOUTO B ChOTBETCTBHUE C WieH 5, maparpa 2 or
HACTOSILIMS PEITIAMEHT € TOCOYCHO, Ue He Ce MPETOCTABIT Ha OOIIECTBEHOCTTA ChINIACHO akTa Ha Ch03a Ha MPOM3XOM.

2. OpraHuTe NMar DOCTHII O BCHYKI JAHHI OTHOCHO XMMIKANNTe, CHIBPKALIMN ce B 00LIaTa MaTdopMa 3a TaHHM, BKITIOUNTETTHO
II0 [JAHHWTE, 32 KOWTO B CHOTBETCTBHME C WiICH 5, maparpad 2 OT HACTOSIIMS PEIIAMEHT € MOCOYEHO, Ye He Ce MPETOCTaBST Ha
006IIeCTBEHOCTTA ChITIACHO aKTa Ha ChI03a HA TPOU3XOIL.

3. OpraHure mpeqnpueMar HeOOXOLMMUTE MEPKM, BKIIOUMTEITHO MEPKM 33 CHIYPHOCT, 3a [id rapaHTHpAT, Ye MHOPMALIATA,
ChIbpaKalIa ce B o0maTa mwiatdopMa 3a TaHHM, 0003HAUeHA B CHOTBETCTBNE C UileH 5, maparpad 2 Kato MHOpMALLS, KOSITO He ce
NPenocTaBst Ha OOMIECTBEHOCTTA ChITIACHO aKTa Ha ChlO3a HA IPOM3XOM, He Ce IPETOCTaBsi Ha OOLIECTBEHOCTTA.

Ynen 20

U3nomn3BaHe Ha TAHHUTE OTHOCHO XMMMUKAJIUTE, CbObpPKalIM ce B 06ma’ra l'lJ'laT(l)OpMa 3a JaHHU

1. OpI‘aHI/ITe MOXKe€ Ha M3ION3BaT TaHHUTE OTHOCHO XVIMMKAIINTE, ChIbpKaln Ce€ B 06111aTa HHaT(l)OpMa 3a HaHHN UIIN B Oasara
TTaHHM C YBEIOMIIEHMA 3a VM3CIIEBaHMA, II0COUYEHA B YIIEH 9, IIpy MIBIIBJITHEHMETO Ha BCUYKM CBOM ]ICI?IHOCTI/I, KOTaTo Te3M HEHOCTHU
nojaromMarar pa3pa60TBaHeT0, NpWIaraHeTo MM MUBITBIIHEHMETO Ha MPAaBOTO M IOJIATHKATA Ha Cpro3a.

2. Opraaute He TpsiOBa [1a M3MON3BAT JAHHMTE OTHOCHO XMMMKANMTE, CHIBPXKAWM Ce B oOmara IUaTgopMa 3a OaHHM, 3a
V3ITBITHEHME Ha KAKBUTO M Ja GUIIO MPaBHM 3a[(bJIKCHIS HA HOCENIMTE OTTOBOPHOCT JIMIIA, C M3KITIOUEHME Ha OLICHKATA Ha ITBITHOTATA
Ha NAHHUTE OTHOCHO XMUMMKAIIATE, IPENOCTABEHM OT HOCEIIMTE OTFOBOPHOCT IIMIA, WM KOTaTo IeiicTBaiimre pasnopentbu
IpedBICKIAT OOMEH M M3MOI3BaHe Ha [IaHHM OTHOCHO XMMMUKAJIMTE ChITIACHO IIpaBHMTE aKToBe Ha Cbi03a, M30pOEHH B IIpuiioxeHue 1.

3. KoraTo u3nonssaT maHHM OTHOCHO XMMMUKAJINTE, CbIbpXKallii ce B 061uaTa nnaTc])opMa 3a JaHHU!, KOUTO Ca IIOCOYEHU CbITIACHO
YJieH 5, naparpa(]) 2 Karto TaHHU, KOUTO He ce MpefoCTaBAT Ha O6H_[6CTBCHOCTT3, OpraHute Clia3BaT TOBa o0o3HaueHME U He paskpuBat
TE3N JaHHU Hy6HI/I‘{HO 6e3 chImacmero Ha ITbPBOV3TOYHMKA.
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[TIABA V
PAMKA 3A MOHUTOPUHI U NEPCIIEKTUBU BbB BPBb3KA C XMMUKAJIUTE

UYnen 21

PaMka oT moka3zarenu

1.  EAOC n ECHA, B cprpynumnuectso ¢ EOBX, EMA, EU-OSHA un Komucusita 1 cren KOHCyNTauusi ¢ IbPXKaBUTE UIEHKH,
Ch3[IABAT, YIPABIISBAT M AKTYanuM3MpaT, KOraTo e LienechobpasHo, paMKa OT IMOKa3aTes 3a:

) MOHMTOPMHI Ha XMMMYECKOTO 3aMbpCSBAHE IIPe3 LEMMs KM3HEH UMK HA XMMMKAJA, BKIIOUMTENIHO EMMUCHITE, HATMYMETO
1 €KOJIOTMYHATA ChI0a;

6) MOHMTOPUHI Ha OBVM2KCIINTE q)aKTOpI/l u B’bS]ICIL/'ICTBI/IHTa Ha €KCIIo3MuMATa Ha XMMMKAJIU; KaKTO U

B) M3MepBaHe Ha eeKTMBHOCTTA Ha IpaBoTo Ha Cbi03a B OONIACTTA HA XMMUKAJIUTE ¥ [PEXONA KbM IPOM3BOLCTBO HA Oe30MaCHM
¥ YCTOMYMBY XUMMKAIIN.

2. Pamkara ot mokasarenu, KoraTo e uenecbo6pasﬂo 1 TOKOJIKOTO € Bb3MO2KHO, BKJIIOUBA arpermpaH TEPUTOPHNAJICH TTOKa3aTell 3a
pucka, KOMTO 1a ce H36H}OHaBa BbB BPB3Ka C €KCIIO3MLNATA HAa HACETIEHMETO HAa OTHEITHNM XVMMUKAIIM M Ha MHOKECTBO XMMMKaII:

a) BpeMeBM ¥ IPOCTPAHCTBEHN TEHACHIMM TPV TaKaBa eKCIIOSMNIINS;
0) puCKOBE 3a 3IPABETO, CBBP3AHM C TAKABA CKCIIOBMIISL.
3. PaMkara OT IOKa3aTenyt e JOCTHIIHA 101 popMaTa Ha MHPOPMALMOHHO Tabo ¢ nokazareny, koero EAOC cb3nasa u KoeTo

ECHA npemocrasst Ha 0OIIeCTBEHOCTTa upe3 obwIaTa miatdopMa 3a IaHHIL

UYnen 22

Cucrema 3a paHHO mpenynpexnpeHue u 3a nelicTBME BbB BpPb3Ka ¢ HOBOBb3HUKBAIIIM PMCKOBE, IIOPOAEHU OT XUMMUKAIIU

1. o 2 anyapu 2027 r. EAOC cb3paBa cuctema Ha Cbio3a 3a paHHO NpeynpexieHue BbB BPb3Ka C HOBOBb3HMKBAILM PUCKOBE,
NopofeHM oT xuMukanu, kosito cuctema EAOC ynpasnssa.

2. 3a uenure Ha maparpad 1 EAOC cp0mpa gaHHY 3a CUTHANM 38 PAHHO NPEIyNpesKaeHie, KOUTO BKITIOUBAT HA-MaIKO CUTHAIH
oT:

a) Mpexara Ha EOBX 3a oOmeH Ha nHQOpMALS 32 HOBOBB3HMKBAILM PYCKOBE;

0) HALMOHAIIHY CYUCTEMM 33 PAHHO MPEIYIPEeKICHNUE;

B) [AHHM, KOMTO ce cbxpaHsBaT o EAOC, BKIIOUMTEIIHO JaHHM OT paMKaTra OT [OKa3aTesly, IIocoueHa B uieH 21;
I) LeneBy ThpCeHUs B myOnukauyy, usbpiuern ot EAOC;

m) manHy, npegocrasenn or ECHA, EOBX, EU-OSHA n EMA B crotsetcTBye ¢ maparpad 3;

€) choTBeTHMTE HAbOpHM OT IaHHM OT Karanora Ha EC Ha Habopmre OT [aHHM, M3TOTBEH ChINAcHO wieH 79 ot Permament (EC)
2025(327;

}K) OTHOCMA ]/IH(I)OpMa[II/ISI, MpOM3TNYAILIA OT IPUIIATAHETO Ha IPaBOTO Ha Cbro3a.

Curnanure 3a paHHO npenynpexiuenne, cboparu or EAOC chImacHo ITbpBaTa ayHes, MOXKe JIa ce OCHOBABAT Ha IOJIOKUTEITHO
MIeHTUGUIMPAHE HA HOBOBB3HMKBALL PUCK WM HA HEONPENESICHOCT B [AHHUTE, BONELIA O MOTCHLMANIHO MOJIOXUTEITHO
MICHTHQUIMPAHE HA HOBOBB3HMKBALI PIUCK.

3. ECHA, EOBX, EU-OSHA u EMA wupentuduumpar u cbOMpar ChOTBETHMTE HAJIMYHM HAHHM 33 CUTHAIMTE 3a PAHHO
IIpefynpexienye 0T o0NIacTiTe, NONagally B TeXHUTe COTBETHM IIPABOMOLLNS, M IIPENOCTABAT Te3u naHHM Ha EAOC, BRitounTenHo
TIaHHUTE, TOJlyUeHM CHINIACHO HACTOSIIMSA PEITlaMEHT.
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4. EAOC u3roTsst romyiiieH IOKITaM, B KOITO 0060011aBa 11 aHATM3MPa TAHHWTE 33 CUTHAIINTE 38 PAHHO MPEIyTIPeXIeHNe, ChOpaHN
B ChoTBeTCTBIE C TMaparpadu 2 u 3. ITepBusit moknan ce u3rotsst no 2 tom 2027 1. EAOC mpencrasst To3u JOK/a Ha opraxute. B
CPOK OT IeBET Mecelld OT MPENCTABSHETO HA BCEKM TOIMUIEH JOKNIAN OpPraHuTe OOMNCIIAT NPENpreMaHeTo ChOTBETHO Ha
PeryaTopHy, MONUTUYECKY WM IIPABONPUIIATAIIY [EVCTBUS M MPEICTABAT 0OOCHOBKA, aKO pellaT [a He MpeHnpueMar HUKAKBY
TefCcTBUS.

5. EAOC npemocrasst Ha ECHA BCMUKM HaHHM 33 CUTHAIMTE 33 PAHHO IPEdyNpexKIeHNe, KOUTO CHXPAHSBA MIM 33 KOUTO
M3BBPIIBA XOCTMHT, KAaKTO M TOKNAIa, MOCOYeH B maparpad 4, 3a ma ObIar BbBemeHN B oOlaTa Mmiardopma 3a TaHHM.

Ynen 23

OGcepBaropust 3a cienuUUHN XMMUKAIM C MOTEHIMAN 13 JONPMHECAT 332 HOBOBB3HUKBAILM PUCKOBE, IIOPOTEHNU OT
XUMUKAIIN

1. ECHA cb3gasa u ynpaeiisisa 06cepBaTopyist 3a CELMQUYHN XMMUKAIIN VI TPYIM OT XMMMKAIH, 3a Kouto Komucnsira cuura,
e MBUCKBAT IOIBIIHUTENHA ITpoBepKa. OGcepBaTopysTa BKIIIOUBA HANEKITHA MHPOPMALVS 34 CBOVICTBATA HA XMMMKAIINTE, aCIIEKTUTE
Ha 0e30IaCHOCT, YIIOTpebuTe 1 Ma3apHOTO MPUCHCTBHE.

2. Kommemsita m3bupa XumMMKanmuTe 3a IefuTe Ha oOcepsaTopysTa, MocoueHa B maparpad 1, Bb3 OCHOBA HA HAyuHMs
¥ TEXHMYECKMs HANPEIbK M KATO M3IOJI3BA CUTHAIUTE OT CUCTEMATa 3a PAaHHO IpelympexieHue, mocodeHa B wieH 22. [lonbopst
BKITIOYBA TOTEHUMAIHN TPUUMHUTENM HAa HOBM M HOBOBB3HMKBALIM PUCKOBE, NOPOMEHM OT XMMMKAIM, Cpell MHOBATUBHUTE
PALMOHAIIHO [POEKTMPAHY MATepUa C HOBUM WM NONOOPEHM CBOMCTBA MM LETEHACOYEHNM WM MOZOOPEHN CTPYKTYpHM
XapaKTepUCTUKY B HaHOMAIIA0.

3. o 2 romu 2026 r. Komucusa mpyema upe3 akT 3a M3IbIHEHME U MyONMKYBa CIMCBK Ha XMMMKAIUTE, M3OPAHN CBHITIACHO
naparpad 2. Kommcmsita peoBHO npepasriexkia CIMCbKa M MpMEMa HOBA HEroBa PEHakIMsi 4pe3 ChIIOTO CPEICTBO (KT 3a
u3IbIHeHne). Te3y akToBe 3a MBIIBIIHEHME Ce NPUEMAT B CHOTBETCTBNE C HPOLENypaTa IO PasIeXnaHe, I0coueHa B uieH 29.

4. 3a yenurte Ha QyHKIMOHMPAHETO Ha oOcepBaTOpysTa, ocoueHa B maparpad 1, ECHA:

a) M3I10J13Ba CHOTBETHUTE JAaHHM OTHOCHO XMMMKAJINTE, BbBEICHN B 06u1aTa nnaTcl)opMa 3a JaHHU, " c1361/1pa, aHalmu3npa u CbXpaHsBa
HOI'BITHUTEITHN HAJIMYHU JaHHU 3a I/I36paHI/I XVMMKAJIM UM KJ1aCOBE XMMMKAJIN;

6) Bb3jlara npoy4uBaHNA ¥, KOraTo € yMECTHO, M3II0JI3Ba MEXaHM3Ma 3a TEHEpMpaHe Ha NaHHU, Cb3HANECH ChITIACHO WICH 24, 3a j1a ce
CIIpaBy C MPOIYCKM B 3HAHMATA MM CBUIECTBEHA HEOIPETIENIEHOCT;

B) IpEOCTaBsi Ha OOLIECTBEHOCTTA CHOPAHNMTE TaHHM upe3 oOmaTa miathopMa 3a JAHHM MM IPYTY TOIXOISIIN MHCTPYMEHTH 3a
KOMYHUKALIVS! M OCBENIOMSIBAHE, 34 [Id YITECHNM MICHTUQUIMPAHETO HA eBEHTYAITH IOIBITHUTEITHY Hy KM OT HAYYHU M3CTEABAHNS
VI MePKM 3a YIIpaBleHue Ha PUCKa, KaKTO U 3a [a yNecHu MHpOpMIpaHaTa oOLIecTBeHa IMCKYCHs 1 1a MOBMIIM ODlIIecTBeHaTa
OCBETIOMEHOCT OTHOCHO CBOJICTBATa, yNOTpebaTa M acNeKTuTe Ha Oe30MaCHOCTTA Ha KOHKPETHM XMMUKANM, M PEIOBHO
aKTyanusyupa Te3y JaHHMU.

[TIABA VI
MEXAHU3bM 3A TEHEPUPAHE HA TAHHU

UYnen 24

MexanusbM 3a reHepupaHe Ha JTaHHU
(1)  Karo m3nonssa Hait-noGpurte Hamuuy Hesasucumu pecypeu, ECHA Moxe [1a Bb3jiara HaydHM M3CTIEIBAHMUS, 33 [Ia:

a) nogxpensa IpuIaraHeTo Ha IIpaBHUTE aKTOBE Ha Cbr03a OTHOCHO XUMMKAJIUTE WIIU Irpynure OT XMMMKAIIN, M36POCHI/I
B IPUIIOKEHNE I, qacr 1, B paMKUTE Ha CBOUTC IIPABOMOILLVIS;

6) HOOIIpMHACA 32 IOHIKpeEIarTa, OLEHKaTa U’ pa3pa60TBaHeT0 Ha nommukara Ha Cplosa B oOnacTTa Ha XVUMUKAJIUTE;

B) IpOyuBa IO-NOIPOOHO HOBOBH3HMKBALIMTE PUCKOBE, TOPONEHM OT XMMMKAM, KOUTO ca OMIM MIEHTUQUUMPAHM B NOKIIANA,
OCOUeH B uiieH 22, maparpad 4.

2. Ilpy HammumMeto Ha VM3BBHPEIHM OOCTOSTENCTBA, CBHP3AHM ChC CEPUO3HM MPOTUBOPEUNMS MIIM MPOTMBOPEUMBY PE3YNITATH,
Komucusita mozke, Ge3 ma ce 3acsirat 3ab/KEHNSTa Ha HOCELINTE OTTOBOPHOCT JIMIA CHINIACHO IpaBHNUTE akToBe Ha Cbio3a, M30poeH M
B npuioxenue I, yact 1, ga noucka or ECHA pa Bb3oxKm HayuHu M3Cie[BaHMs C LieJl IIPOBEPKA Ha J0KA3aTe/ICTBaTa, KOMTO
€ M3ION3BATIA B MPOLieca Ha OLeHKaTa Ha xumukasure. OGXBaTHT Ha Te3U M3CIIEABAHNMS MOXKe M1a Oble MO-IIMPOK OT MPOBEpPKa Ha
HOKa3aTeJICTBAaTa.

3. Tlo nckane Ha Komucusta ECHA Bb3nara HayuHMTe M3CTEIBAHNS, MOCOYEHN B maparpa¢u 1 u 2.
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4. ECHA Bb3/tara HayqH) M3CTIEIBAHMS CAMO KOTATO PE3yNTaTiTe He MOTAT [Ia OBIAT MOMyYeHN Ype3 ChUICCTBYBALIMTE IIPABHM
pasnopenOn WM MPOLECH CHINIACHO MpaBHuTe akToBe Ha Cbio3a, m3bpoern B mpunoxerue I, vact 1. Ts maBa mpuoputer Ha
VM3MON3BAHETO HA YTBBPUEHM METOHM, KOUTO He BKITIOUBAT JKMBOTHM, KAaTO MBIMTBAHMS BHPXY IPhOHAYHM XKMBOTHM CIIelBa 1a ce
U3IIONI3BAT CaMO B KpaeH ciyuaii. Ts He Bb3jara IpoyuBaHMsl C OCHOBHO M3CIeOBaTesICKa Liell.

5. ECHA ce CTpemu fia u30srBa ny6nMpaHe C IIporpaMuTe 3a U3ciiedBaHe MM U3IbJIHEHNE Ha TbPKaBUTE YWICHKM MM Ha Cproza.

6. ECHA Bw3nara Hay4HM U3CTICOBAHNS ChITIACHO HACTOAILMS YIIEH IO OTKPUT U MPO3pavyCH HAYMH U CaMO CJIe[l KOHCYNTauus ¢
Ibp2KaBUTE UYIICHKIL.

7. ECHA u EOBX cu chTpynHMYaT TSCHO NpM INIAHMPAHETO M BB3JATaHETO Ha HayuHM u3crensanus, npegnpuety ot ECHA
B CHOTBETCTBYE C TMaparpadu 1, 2 v 3 or HacTOsUMSI WieH, U Ha y3criensanus, npennprier or EOBX B chotBercTBHe ¢ wien 32 or
Pernament (EO) Ne 178/2002.

8. ECHA Moxe [1a moucka npoba OT BEIIECTBO MM CMeC, HeOOXOMMMA 3a IPOBEKIAHETO HA HAYYHUTE M3CIENBAHNS, TOCOUCHN
B maparpadu 1, 2 1 3, OT cTOnaHcKy cyOekT, KOIMTO MPOM3BEKIa, BHACS, GOPMyIIMpa MiTH MycKa TOBA BELIECTBO MM CMeC Ha Iasapa.
3a ma momcka npo6a, ECHA m3npama mo CTOMaHCKMs CyOeKT NMPOEKT Ha MCKaHe, B KOMTO OOSCHSBA MCKAHETO M IOCOYBA
KOJIMUECTBOTO U popMaTa Ha IIpobata, KaKTo U CPOKa, B KOIITO Tt TpsibBa a Obme mpenocrasera. ECHA Moxe cblio Taka 1a mOMCKa
OT CTOMAHCKISI CyOeKT [1a IIPEIOCTABY XapaKTEPICTHKA Ha BELIECTBOTO My cMecta. Tst MH(OPMIpa CTOMAHCKMsI CyOeKT 3a paBoTo
My Ia KOMeHTMpa B cpok oT 30 muM oT momyuasane Ha yckaHero. ECHA B3emar mpemsun epeHTyanHuTe MoiyuyeHyM KOMEHTapy
1 NOTBbPK/aBa MM TIPOMEHs MCKaHETO.

Korato ECHA noTBbpmyt ity mpoMeHH MCKAHETO, CTOMAHCKMAT CyOeKT mpernocTasst Oe3miaTHO moyckanata mpoba Ha ECHA wmm Ha
BCSIKO QUBMUECKO MM Fopumyecko muie, Ha koero ECHA e Bb3oxuia a M3Bbpiy HayqHOTO M3CIIEIBAHE, B CPOKA, OIIPEIeNieH OT
ECHA. Cromanckusit cybekt moxe fa noucka or ECHA na He paskpusa onpefenieHa MHGOPMALIS 32 XapaKTEPUCTUKITE, CBbP3aHA C
npefocTaBeHaTa poda, ako JIOKaXke, Ye OMOBECTSBAHETO OM HAKBPHWIO 3aLIUTATA HA HETOBUTE ThPTOBCKM MHTEPECH.

Ako ECHA mnpeueny, ue uckaHeto e 060CHOBAHO, BBIPOCHATA MHQOPMALMSA Ce CUMTA 34 [OBEPUTESIHA M HE Ce MPEIOCTaBs Ha
001ecTBEHOCTTA.

9. ECHA npenocTaBst pe3yntaTute OT HayYHWUTE M3CICIBAHMS, M3BbPLICHN CBITIACHO HACTOSIINS WiieH, upe3 obuiata miatgopma
3a JIaHHMN.

Ynen 25

HpquBaHe 3a 6MOMOHMTOpl/lHI‘ Ha HAaCCJICHUETO

1. o 2 anyapu 2030 r. ECHA u EOBX, B chrpynumnuectso ¢ EAOC, B paMKuTe Ha MeXaH/3Ma 3a TeHepyMpaHe Ha JaHHU, TOCOUeH
B wieH 24, Bb3IaraT IPOBEXKIAHETO HA IPOyUYBAHE 33 OMOMOHMTOPMHI Ha HaceneHyero B uemust Cbio3, KoeTo 00XBAlla BCHYKY
IIbP2KaBY UJIEHKH.

2. [ppxasute uneHku cbTpynHmyar Ha ECHA, EOBX u EAOC npy IiaHMpaHeToO M OpraHM3MpPaHETO Ha IIPOYYBaHETO 3a
OMOMOHUMTOPVHT Ha HACETIEHIETO U TPETOCTaBAT Ha cTpannute, ¢ kouto ECHA nmy EOBX ca cKimroumm JoroBop u KOMTO M3BBPIIBAT
B3eMaHeTO Ha IpoOy, HeoOXOmMMAaTa TeXHMUECKA ¥ AIMUHICTPATMBHA MOMIKpela, 3a 1a C¢ YJIeCHM B3eMAHETO Ha MpoOM Ha TsXHA
TEPUTOPYS U [1a Ce TapaHTHpa, ue MPOOUTe Ca HOCTATBYUHO IPEHCTaBUTENIHM. [IpOyuBaHETO 3a GMOMOHMTOPVMHIA HA HACENICHUETO
OTTroBapsi Ha ETMYHUTE CTAHIAPTH U CTAHHAPTUTE 33 MOBEPUTEITHOCT.

[TIABA VII
YBEJOMJIEHME 3A U3CITEDIBAHUATA

Ynen 26

YBemoMiieHue 32 U3CTIeIBAHUSATA

1. Cronauckure cybekty nomasar Oe3 3abaBsiHe B 0asara JaHHM C YBENOMJICHMS 3a M3CIIE[BaHMs, [OCOYEHAa B wieH 9 or
HACTOSIIMS PErTIAMEHT, BCUUKM M3CIIENBAHMS, TeHEPUPAIIM IAHHM OTHOCHO XMMMKAJM, KOMTO Ca BB3TOXWIM B MOIKpeNa Ha
3asiBJIeHNE, YBEIIOMIIEHME WU PEryaTOPHO HOCKE, 33 KOETO € NOCTHIIO YBEIOMIIEHYE MM KOETO € MPENCTABEHO Ha [IalleH OpraH,
KAKTO M BCUYKM M3CIIEIBAHMS HA XMMMUKAJIM, IPOYUBAHM CAMOCTOSTENIHO WA B TIPOLYKTH, KOUTO CTONAHCKM CYOEKTH ca Bh3IOKUIN
KATO 4acT OT OLIEHKA Ha PUCKA Wiy Oe30IIaCHOCTTA CHINIACHO IpaBHuTe akToBe Ha Cbio3a, n3bpoeHn B npwioxenue I, yacr 1 kbM
Hacrosyst periament. CromaHckute cybekTy o0aue He MONABAT yBEHOMIIeHMe B 6a3aTa [AHHM C YBETOMIIEHMSI 33 VM3CIEHBAHIS,
I0COYEHA B WIEH 9 OT HACTOSLMS PErIAMEHT, 3a M3CIIEBAHILS, 3a KOUTO TPsIOBa a Ce MOae YBeNOMIICHME ChINIACHO wieH 326 or
Pernament (EO) Ne 178/2002.
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2. 3a uenure Ha maparpad 1 cromasckute cyOeKTH MOaBaT B 6a3aTa MaHHM C YBETOMIICHNS 33 M3CTIEBAHNS, [TOCOYCHA B WIIeH 9
OT HACTOSIUMSI PEITIAMEHT, YBEHOMIICHNME OTHOCHO MICHTMYHOCTTA HAa CHOTBETHMTE XMMMKAIM, 3aIflaBUeTO ¥ OOXBaTa Ha
M3CTEABaHeTO, NabopaTopusITa WM M3IUTBATETHOTO ChOPHKEHNME, KOETO M3BBPIIBA M3CIEABAHETO, MpENBUIIEHATa HAualHA [1aTa
U IUIaHMPAHATa [aTa Ha IPMKIIOYBAHE 1, KOTaTo € IIPMIIOXVIMO, HaM U3CIeBAHETO € Bb3JI0XKEHO 3a M3IIBJIHEHVE Ha pellleHMe Ha
ECHA cbriacto unerose 40, 41 wm 46 ot Pernament (EO) Ne 1907/2006.

B MoMeHTa Ha Bb3JlaraHe Ha M3CIEBAHETO CTONAHCKUTE Cy6CKTI/I I/IH(l)OpMI/IpaT na60paT0pMﬂTa VI UBIIUTBATEITHOTO ChOPBKEHME,
B KOETO C€ M3BbPIIBA M3CIIEABAHETO, Y€ M3CIIEABAHETO IMOMIIEKM Ha 3aIbIIKEHMETO 3a YBEIOMABAHE IO naparpatb 3 OT HacToSIINS
YJICH.

3. Ilaboparopuute 1 MMUTBATEIIHUTE ChOPBXKEHNS TMOIABAT B 6a3aTa JaHHM C YBEIOMIICHIS 38 M3CTIE[IBAHMS, [I0COUEHA B WieH 9
OT HACTOALMS perfaMeHT, Ge3 3a0assiHe 3a BCAKA MHQOpPMALMs, OCOYeHa B maparpad 2 OT HAacTOSILMS YiIeH, BbB BPb3Ka C
VM3CIICIBAHIS, BBIIOKEHN OT CTONAHCKMTE CYOEKTM B IONKpeNa Ha 3asBieHME, YBEIOMIICHME MIM PETyIIATOPHO IOCHE, 33 KOETO
€ TNOJafiecHO YBeIOMIIEHME MM KOETO € HOJANeHO TO OpraH, KaKTO ¥ BbB BPB3KA C BCUUKM M3CNEIBAHNS HA XUMMKAIIM, TIPOYUBAHN
CAMOCTOSITETTHO MITM B TIPOIYKTH, KOUTO CTONAHCKUTE CyOEKTM Ca BB3MOXWIM B PAMKMTE Ha OLCHKA HAa PUCKA My Oe30macHOCTTa
CBINIACHO TpaBHMTe akroBe Ha Cbio3a, m3bpoeHnm B mpuioxenue I, wact 1 KbM HacTosumsi periameHt. JlaGopatopumre
¥l VM3MUTBATETIHUTE CHOPBXKEHMs o0aue He NONABAT B 0a3aTa HAHHYM C YBEHOMIICHMS 3a M3CNICNBAHMS, [OCOYEHA B wieH 9 oOT
HACTOSILNSL PEITIAMEHT, YBETOMIICHME 32 M3CIIEMBAHILSL, 34 KOMTO TPsiGBa [ Ce TMOalie yBeIOMIICHNe ChITIACHO wieH 326 ot Permament
(EO) Ne 178/2002.

4. 3a uenure Ha naparpa(l) 3 OT HACTOSILMSL UJIeH, 3a BCSIKO M3CTIeMIBaHe, Ha60paTOpI/II/ITe VI VIBIUTBATEITHUTE ChOPBKEHNA 11OTIABAT
B 0asata JaHHM C YBEIOMJIEHMS 3a M3CIICOBaHMs, IOCOYEHA B YIICH 9, YBEOOMIIEHME OTHOCHO MIEHTMYHOCTTa Ha CHOTBETHUTE
XUMMKAJIM, 3arjlaBueTo un o0xBaTa Ha M3CIICIBAHETO, INTAHMPAHNTE HAYallHU U KpaﬁHV[ IatH, KaKTO M HAMMEHOBAHMETO Ha
CTOIAHCKIA Cy6CKT, KONTO € nopbyall U3CIENBAHETO.

5. Tlaparpadu 3 u 4 ce npunarar mutatis mutandis 3a nabopaTopuu M MMUTBATEIHN ChOPHXKEHMS, PA3IONIOKEHU B TPeTH
ITbp3KaBH, IOKOIKOTO TOBA € TMPEABMICHO B CHOTBETHNUTE CIOPA3yMEHMS C Te3U TPETU ThPXKaBIL

6.  3ampKeHusTa, onpefeneHy B maparpadu 1—>5, ce mpuarar or 2 Hoemspu 2027 T.

7. IIbpxKaBuTe WIEHKN MOTAT [Ia MPEIBMIST OCBOOOXKIABAHE OT 3aI/b/IKCHILITA, ONpefeieHy B maparpagu 1—5, 3a m3cremsamus,
KOWTO Ce MPOBEXKIAT B MHTEpeC Ha OTOpaHaTa.

Korato B npasen axt Ha Cblo3a, II0COYeH B npwiioxenue I, yact 1, ce mpemsyuzkna, ye IbpXKaBuTe WIEHKM MOTAT [a IPEIBUIAT
0cBOOOXKIaBaHE OT 3aIbIIKCHISTA, POM3TUUALIM OT BHIPOCHNS MPABEH aKT, B MHTEPEC HAa HALMOHAIIHATA CUTYPHOCT, IIbpKaBUTe
WIEHKM MOTAT f1a MPEBUAAT OCBOOOKIABAHE OT 3ab/IKEHISTA, OLpeleNeHy B naparpagu 1—o5.

8. ECHA, B TiacHO chrpynHuuectBo ¢ EOBX M mpy KOHCYNTauMsl ChC 3aMHTEPECOBAHMTE CTPaHM, OMpeNers MPaKTHUecKuTe
IpaBuiia 3a NpPUIIaraHe Ha HaCTOSALINA UJIEH.

[TIABA VIII
HOEJIETMPAHU ITIPABOMOILINMSA U IPOLUETYPA HA KOMMUTET

Ynen 27

Nsmenenne na npunoxenus L IL Il u V

1. 3a ma ce rapaHTmpa, ue B mpurioxeHne I ca u3GpOCHM BCHUKM ChOTBETHM MpaBHM akToBe Ha Cbi03a, CBHITIACHO KOUTO Ce
TEHEpYPAT MM HPENCTABAT JaHHM OTHOCHO XVMMMKAIIATE Ha areHuuuTe M Ha Komucusra, 1 32 1 ce MOmIbp:Ka akTyanHa ooumara
miatgopMa 3a IaHHM, BelHAra Crief BIM3AHETO B Cujla Ha HOBM MpaBHM aktoe Ha CbiO3a, CHIJIACHO KOUTO CE TEHEPUPAT MIH
IPENCTABIT JAHHYM OTHOCHO XMMMKAIIATE, MIIMA CJIell M3MeHeHye Ha ChIICCTBYBAll IpaBeH akT Ha Cbio3a, BbBEXKHALL pasnopenOn
OTHOCHO TeHepMpPAaHETO WM TNPENOCTABSHETO Ha JaHHW, Komycumsra mpyema MelerMpaHy akTOBe B CHOTBETCTBME C wieH 28 3a
M3MCHEHIIE Ha puIoxKeHye [ Kato 100aBst KbM MOCOUEHOTO TPUITOKEHNME Te3M MPaBHM akToBe Ha ChI03a, KOTATO BHIIPOCHMSAT NIPaBEH
akT Ha Cblo3a He € CbOTBETHO M3MEHWII NpuIIoKeHue 1.

2. Ha KommucusTa ce 1mpegocrassi NpaBOMOLIMETO [1a IIpyeMa [IeNleTMpaHy aKToBe B ChOTBETCTBUE C WieH 28 3a M3MEHEHME Ha
npunoxenye Il KbM HACTOSIINS PeIIaMeHT upe3 H00aBsiHEe HAa HOBU pedepeHTHM CTOMHOCTH, IPOM3TMYALIM OT MpaBoTo Ha Cblo3a
B 00JacTTa Ha JIEKapCTBEHNUTE IPOIYKTH, KATO C€ OTYMTA HANPEIBKBT B LMPPOBU3ALMSITA M ONEPATUBHATA CHBMECTMMOCT, KAKTO
¥ 3HAYCHVMETO HA CTOHOCTMTE 33 IPYrM oOMNacTy Ha MONMTHKATA M HOPMAaTMBHATA ypeaOa B 00acTTa Ha XMMUKAIINTE.

ELL http://data.curopa.eu/eli/reg/2025/2455/0j 31/48



BG OB L, 12.12.2025 r.

3. 3ama ce rapanTnpa, ye B npuoxkenne III ca n3bpoern Bcmuky npaBHy akToBe Ha CbI03a, CHITIACHO KOMTO KOMIICTEHTHUTE
opranu Ha mbpxasure uineHky, ECHA, EAOC, EObX, EU-OSHA wmm KoMucusta npeanpueMar perynaTtopHu IIPOLEC OTHOCHO
XUMMKAIM MM TPYTIN OT XMMMKAJIM, 1 3a [Ia ce MOAIbPXKA aKTyanHa obuiara miatgopMa 3a IaHHM, BeIIHAra CIiefl BIIM3AHETO B CHITA
Ha HOBYM IIpaBHM akToBe Ha (bI03a, CBHITIACHO KOMTO CE YCTAaHOBABAT HOBYM DErynaTOPHM IMPOLECH, VIIM CIIEN M3MEHEHMETO Ha
CBHIIECTBYBALL NPaBeH akT Ha Cbl03a C LN YCTaHOBABAHE HAa HOBM PETyNaTOpHM mpouecy, KoMucusra npuema fiefernpany akTope
B CHOTBETCTBHE C WieH 28 3a m3meHeHye Ha npuioxerye III, kato 706aBsi KbM [OCOUEHOTO MPUIIOKEHNE Te3U [PABHN aKTOBE Ha
Cbl03a, KOTaTo BBIIPOCHMAT HpaBeH akT Ha Cblo3a He € CbOTBETHO M3MeHW! npuoxenue 111

4. 3ama ce rapaHTMpa, Ye IPUITOKeHNE V € Bb3MOKHO Hali-IIbIHO, U 33 [ja Ce NOIIbPXKA aKTyaHa ofuwiata matgopMa 3a JaHHH,
Komucusita ipyema, KOrato Toa € HeoOXOIMMO, [ENIErMPaHIL aKTOBE B ChOTBETCTBIE C WIEH 28, ¢ KOUTO IPUIIOKeHNHe V ce U3MEHS
ype3 m0OaBsIHE Ha:

a) BCCKM HOB IIPaBCH aKT Ha Cbi03a, ChITIACHO KOWTO ce TeHEpYpaT VIV NPENCTABAT TaHHM 38 XMMMUKAJINTE B U3HENVS VIV IIPOOYKTU
BEIHara CJIeI BJIM3AHETO MY B CMJIA, OCBEH aKO HE CbObpxKa pasnopen6a, C KOATO TO3M aKT Ce ]1063.351 B IIpUitokeHne V;

0) BCeKM CblIeCTByBaul npaBeH akT Ha Cbio3a, M30OpOeH B mpuoxkeHue I, KONTO € M3MEHEH IO TaKbB HAYMH, Y€ IAHHWUTE 3a
XVMMKAIUTE B UBMETMA VM HPOIYKTUM Ce TeHEPUPAT MM TNPENCTaBAT ChINIACHO HETO BEAHAara CIiefl BIIM3aHETO B CMla Ha
CHOTBETHNS AKT 33 VM3MEHEHME, OCBEH aKO aKTHT 3a M3MEHEHME He ChIIbpKa pasmopenda, ¢ KOSTO TO3M aKT ce 100aBs
B IIpWIOXeHue V; uim

B) BCEKM CBIIECTBYBALI IpaBeH akT Ha Cblo3a, m36poeH B MpMIOXeHNe I, 32 KOWTO OT MOITBIIHUTEIIHATA IPOBEPKA € BHUIHO, ue
IaHHUTE 33 XMMMKAIIUTE B M3MIETNS MM NPOIYKTU Ce TeHepupaT MIIM MPeACTaBAT CBITIACHO HETo.

Ynen 28

Yﬂpaﬂ(HﬂBaHe Ha OenerupaHeTro

1. HpaBOMOHII/IﬂTa la npyeMa fenermpann akTose €€ IpenocTaBAT Ha Komucusra 1py Cria3BaHe Ha MPEABUICHUTE B HACTOSLINA
YJIEH YCIIOBUS.

2. TlpaBoMolueTo [1a Ipyema JeNernpaHy akToBe, TOCOUCHO B WieH 3, maparpad 4 u B wien 27, ce mpenocrasst Ha Komucnsita 3a
CPOK OT IeT ToaMHM, cuutaHo oT 1 siHyapu 2026 1. Kommcnmsta M3rorss HOKIIAl OTHOCHO [ENIETVPAHETO Ha IIPABOMOLIMS He
TI0-KbCHO OT JIEBET Mecela PNy M3TMYAHETO Ha METTONMUIHNMA CPOK. JIeNerpaHeTo Ha MpaBOMOILM Ce MPOIbIIKABA MbITUAIIMBO 32
CPOKOBE C €[HAKBA MPONBIKUTENIHOCT, OCBeH ako EBpomeiickuar naprnameHT wim CbBETBT He BB3a3sT cpelly MOTOOHO
NPOIbIIKABAHE HEe MO-KBCHO OT TPY MeCela Mpey M3TUYAHETO Ha BCEKM METTONMUIEH CPOK.

3. [erernpaHero Ha MpaBOMOLIS, OCOYEHO B uieH 3, maparpad 4 u wieH 27, MOXKe [1a Oble OTTEINIEHO MO BCSKO BpeMe OT
Esponeiickust napnament umm ot Cbsera. C pelieHyeTo 3a OTTeINIsHe ce IPeKpaTssa IOCOYEHOTO B HETO JIeJlerMpaHe Ha MPaBOMOLIML.
OTTersHeTo MOpaxiia IeficTBIe B [eHsl Cliel MyOnnKyBaHeTo Ha pewtermero B Oduyuanen secmuur na Egponeiicrus cst03 umm Ha
T0-KbCHA JIaTa, TOCOYEHA B peleHneTo. To He 3acsra MEJCTBUTETHOCTTA Ha METIErMpaHnTe aKToBe, KOMTO Beye Ca B CUIIA.

4. Ilpemu mpuemaHeto Ha fenerupaH akT Kommcusrta ce KOHCYNTMpAa C €KCIEPTH, ONpeleNieHM OT BCAKA HbpxKaba usleHKa
B CHOTBETCTBME C MPMHLIAINTE, 3aerHamu B MeXIyMHCTUTYLMOHAIHOTO cropasymenne ot 13 ampun 2016 r. 3a mo-moOpo
3aKOHOTBOPYECTBO.

5. Bemmara crenm kato mpueMe menernpaH akt, Komucusara HOTMguIuMpa aKTa eIHOBPEMEHHO Ha EBpoMericKus maprnameHt u Ha
CoBera.

6.  erernpaH akT, MpMeT ChINIACHO WieH 3, maparpa¢ 4 wmi wieH 27, BIM3a B CUNA EMMHCTBCHO aKO HMTO EBporerickusat
naprnameHt, HuTo ChBETHT Ca MPENCTABIIIN Bh3PAXKEHNMS B CPOK OT TPY MeCelia Criel] HOTHQUMIMPAHETO Ha ChIs aKT Ha EBpomnerickus
napnamenT ¥ Ha CbBeTa MM aKO IIPey U3TMYAHETO Ha TO3M CPoK 1 EBponeiickusr napnameHT, 1 CbBeThT ca ysenomMuiy Komucnsra,
ye HAMA [1a NPENCTaBAT Bb3paxKeHus. Tosu CpoK ce ymbiIKasa ¢ TPM Mecella 110 MHULMATMBA Ha EBpONeENiCKMs MapraMeHT mim Ha
CpBerta.

Ynen 29

Ilpouenypa Ha KomMuTeT
1. Kowmwucusra ce mommomara ot komurer. To3u KOMUTET e KOMUTET 110 cMuchiia Ha Pernament (EC) Ne 182/2011.

2. Tlpu nozosasaHe Ha HacTosiys Haparpad ce mpumara uiex 5 or Permament (EC) Ne 182/2011.
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[TIABA IX
TTPABOITIPUITATAHE I CAHKIMMN

Ynen 30
CBhTpyaHMYECTBO BbB BPb3Ka ChC CMa3BaHETO

AreHImuTe CU CBTPYIHMYAT C MPABOIIPUIIArallATE OpraHM Ha IbPKaBUTE WIECHKN U oOMeHAT I/IH(i)OpMaIH/I}I OTHOCHO CITa3BaHETO OT
CTpaHa Ha CTONAHCKUTE Cy6€KTI/I n Ha60paT0pI/II/ITC Ha 3aIbIIZKEHMETO 3a YBEHOMSBAHE 3a M3CIIENBAHVS B CbOTBETCTBME C UIIEH 26.

Ynen 31

CaHkuuyu npu HecnaspaHe

1. JIspKaBuTe WICHKM BbBBEXIAT CAHKIMYM 3a HECUa3BaHe OT CTPaHA HA CTONAHCKMUTe cyOektu 1 jabopatopumre Ha
3aIIBJIKCHITA, IPEIBUICHI B WieH 26, 1 B3eMAaT BCUUKI HeOOXOIMMI MEpKH, 3a J1a FAPAaHTUPAT TSAXHOTO MpurtaraHe. [Ipensunennte
caHKUMY TPsiOBa [1a GbIAT epeKTVMBHI, IPONOPLMOHAIHN Y Bh3MUPALINL.

2. [Ivpxasure wieHkn HoTmduuupar Ha Kommcumsita Tesu pasmopendbu u mepku mo 2 Hoemspu 2027 1. u st HOTudUuMpAT
He3a6aBHO 33 BCSIKO [IOCTIEMBALIO M3MEHEHIE B TSIX.

[TIABA X
TIPEPA3ITIEXTTAHE U BIIM3AHE B CUJIA

Ynen 32

Hokmamu u npepasriexnpaHe

1. He no-xbcHo ot 2 sHyapu 2032 r. Komucusra oleHsBa U IpueMa DOKJIA[ OTHOCHO LielechboOPa3sHOCTTA M ChOTHOLICHNETO
MEXIIy PasXOMTE U MOM3UTE OT BKIIOUBAHETO B 00IIATa MITaTPOpMa 3a JAHHM Ha CIIEAHNUTE TAHHU OTHOCHO XMMMKAIUTE, CBBP3AHM C
JIEKaPCTBEHM TPOIYKTH, CHITIACHO WiieH 3, maparpad 3:

a) HOBM KaTEropmy BUTIOBE HAHHIL
6) HaHHM 33 XMMMKAJINTE, OTHACAIIN C€ OO BEUIECTBA, PAa3INMYHN OT aKTMBHM BEHIECTBA;

B) IAHHN 3a XMMMKA/IMTE, OTHACSIIN CE 10 AKTMBHI BELIECTBA, KOUTO HEe OTTOBAPSIT HA KPUTEPHITE, IOCOUEHN B UileH 3, maparpad 3,

Oyxsa 0);

I) IAHHM 33 XMMUKAnuTe, ChOPAHM ¥ MPENOCTABEHM ChITIACHO MpaBHMTE akToBe Ha Cbi03a, MOCOYCHNM B MpUIIOKeHMe I, yact 2,
U CbXPaHABaHM OT KOMIIETEHTHUTE OPTaHM Ha JbPXKaBUTE YIIEHKM, a He OT areHIuuTe.

2. He no-xncHo ot 2 siyapyu 2030 r. 1 KaTo B3ema npemui padorata, ussbpiueHa ot OMCP mo oTHOLIeHNMe Ha TeHepUPAHETO,
IIOKJIafIBAHETO ¥ M3IIOJI3BAHETO HA PEMIHAIM PELIeH3MsI ITyOIMKYBaHN TAHHI OT M3CIIEBAHILS 32 PEryliaTopHy oLeHKH, Kommcnsra
IpeLeHsIBa Iy 1 CY CHTPYAHMYM C HAyYH! ¥ aKaIeMUYHM M3JATeI M C ONepaTopy Ha 0asu IaHHN, B KOUTO € BKIIFOUEHO
CBIIbPXKAHNE OT PELeH3MPAHN CMMCAHMUS, OTHOCHO!

a) XapPMOHM3MPAHOTO IOKIIANBAHE HA IIPEMUHAN PELeH3s1 MyOIMKyBaHI TaHHN OT M3CIICIBAHS B PELICH3MPAHY CIMCAHIS; KAKTO
u

0) M3MON3BAHETO HA MHCTPYMEHTM 3a ThPCeHE, CKPUHMHT ¥ M3BIMYAHE HA NPEMMHATM PELEH3MS IyONMKYBAHM HAHHM OT
V3CIIeNBaHMsI, KOUTO Ca OT 3HAaueHMe 3a OLICHKATa Ha XMMMKAIMTE, OT 6a3y JaHHM ChC ChIbPKAHME OT PELCH3MPAHM CIMCAHMSL.

3. B paMkuTe Ha JIBe TOIMHM OT NMPUKITIOYBAHETO HA MPOYYBAHETO 33 OMOMOHMTOPMHT HA HACENIEHMETO, MOCOUEHO B WieH 25,
Kommcusira ouensisa uenecboOpasHocrra Ha ToBa na msucka or ECHA u EOBX, B cwrpynmHmuectso ¢ EAOC, ma Bw3noxar
IPOBEXIAHETO HA PENOBHM IPOYUBAHMS 3d OMOMOHMTOPUHI HA HACeNeHMETO, KaKTO M HEOOXOMMMUTE Pecypci 3a TaKiBa
IIPOYUBaHVA U TIPAKTUYECKUTE aCNeKTV 3a BKIIIOUBAHE HA MbPXKABMUTE UTIEHKM B TAX.

Bb3 ocHoBa Ha Tasu oneHka Komucusara moxe ma MPENCTaBy 3aKOHOOATETTHO NMPEMJIOKEHME.

4. He mo-kbcHO oT 2 stHyapu 2032 1. Komucusira n3bpiuBa o0Ll IpEINe Ha HACTOSIIVS PETTIaMeHT 1 TIPEMICTaBsl TOKMam Ha
EBponeiickust napnamenT 1 Ha CbBeTa, IPUAPYXKEH, aKO € LenechoOpasHo, OT 3aKOHOMATENHO MPeIoxXeHNe. B mokrama cresa na ce
OLICHM TOCTUTHATUAT HAIPEIbK BbB BPb3KA C MPMIAraHeTo 1 (YHKIMOHMPAHETO Ha obumata miathopMa 3a [AHHM, TOBA MIasu
HACTOALIMAT PErJIAMEHT € IOCTUTHAII LeJIATE CI, M NO-CIIELMAIIHO [a YIIECHM NOBTOPHOTO U3IIOJI3BaHe Ha JaHHMUTE B IPaBHUTE aKTOBE
Ha Cbl03a, IOCOUYCHY B IIPUIOKEHMeE [, M paspeleNsHeTo 10 MOIXOMSIL HauMH Ha HeOOXOIMMIUTE Pecypcy ChOTBETHO Ha areHLuTe
u Ha Komucnsra.
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Ynen 33
Bru3zane B cunna

Hacrosiumst pernaMeHt Biu3a B Ciila Ha ABAfeceTys IeH CIef IeHst Ha myOnukysanero My B Oduyuanen secmuur Ha Esponeticrus
Co103.

Hacrosumsr periiaMeHT € 3aIbIIKUTEIICH B CBOSITA LAJIOCT M CE IIpuilara IpsKO BbB BCMUKM Obp2KaBU UJICHKN.

Cnbcraero B CtpacOypr Ha 26 HoemBpu 2025 romyHa.

3a Eeponeiicrua napaamenm 3a Ceeema
Ipedcedamen Ipedcedamen
R. METSOLA M. BJERRE
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OB L, 12.12.2025 1.

BG

ITPMITO2KEHVIE 1

Yacr 1

IlpaBHu akToBe Ha ChI03a, MOCOUeHM B uneHose 2, 3, 8, 12, 13, 14, 18, 20, 24, 26 u 27

Bcsiko nososaBaHe Ha IIpaBHUTE aKTOBE Ha Cmosa, I/I36p0€HI/l B HACTO4ILIATa 4acT, CE paa61/[pa U KaTo II030BaBaHE Ha BCMYKM aKTOBE 3a
VIBITBIIHEHME U [IETIETVIPaHM aKTOBE, IMPUETY CBITIACHO CHOTBETHUS IIPABEH aKT Ha C’bIOSa, KOoraTto € uenec1)06pa3H0.

10.

11.

12.

13.

14.

15.

16.

Hupektusa 91/271/EVO na CopBera or 21 mait 1991 r. 3a npeuncrsarero Ha rpagckute ormamburn sogu (OB L 135,
30.5.1991 r., c1p. 40).

Hupektua 91/676/EMO na Coeera or 12 mexemspu 1991 r. 3a omassaHe Ha BOTMTE OT 3aMBPCSIBAHE C HUTPATH OT
cenckoctomancky narounmm (OB L 375, 31.12.1991 r., c1p. 1).

Permament (EMO) Ne 315/93 na CopBera or 8 ¢eBpyapu 1993 I. 3a ycraHOBsiBaHe Ha OGLIHOCTHM IPOLEIYPU OTHOCHO
sambpcutermte B xpanute (OB L 37, 13.2.1993 1., crp. 1).

Hupekrusa 94/62[EO Ha EBponeiickust naprnameHT 1 Ha ChbBeta ot 20 mekemspy 1994 r. OTHOCHO OMAKOBKUTE U OTMATbLMTE
ot onakoskyu (OB L 365, 31.12.1994 1., c1p. 10).

Hupextnsa 98/24/EO na Cosera ot 7 anpuin 1998 r. 3a omasae Ha 3[paBeTo 1 Ge30MACHOCTTa HAa pabOTHUIIMTE OT PUCKOBE,
CBBP3aHY C XVMIYHM aTeHTH Ha pabOTHOTO MACTO (YeTMPUHATIECETa CIeLMalHA MPEKTIBA 10 CMICHITA Ha uileH 16, maparpad 1
or Hupekrusa 89/391/EMO) (OB L 131, 5.5.1998 r., crp. 11).

Hupexrusa 200437 [EO na Esponerickust naprnament i Ha Cbsera ot 29 amput 2004 I. OTHOCHO 3aumrara Ha pabOTHHULNTE OT
PUCKOBE, CBbP3aHI C KCIO3UIIMSTA HA KAHLICPOTEH!, MyTareH MM TOKCUYHM 38 PEIPOJIYKIMSATA BEIECTBA 10 BpeMe Ha paboTa
(wrecta crienyManHa OMPEKTMBA MO CMUCHIA Ha wieH 16, maparpad 1 ot upektusa 89/391/EMO Ha Coeera) (OB L 158,
30.4.2004 r., ctp. 50).

Hupexrtusa 2000/53/EO Ha EBponeiickust napiament u Ha Cbsera ot 18 cenrremspu 2000 r. OTHOCHO u3nesnuTe OT ynorpeba
npeso3un cpencrsa (OB L 269, 21.10.2000 r., ctp. 34).

Hupexrusa 2000/60/EO na Esponeiickus napnament n Ha Cbsera or 23 okromspu 2000 I. 32 yCTaHOBsIBaHEe Ha paMKa 3a
neitctusTa Ha ObwHOCTTa B 0bmacTTa Ha monmyTnkara 3a sogure (OB L 327, 22.12.2000 r., ctp. 1).

Iupexryea 2001/18/EO na EBponeiicknus napnament u Ha CbBera ot 12 Mapt 2001 . OTHOCHO Ch3HATENTHOTO 0CBOOOXKIIABAHE
Ha TeHeTMYHO MOAM(ULMPAHN OPraHM3MI B OKONHATA cpela 1 3a oTMsiHa Ha Hupekrusa 90/220/EMO na Cosera (OB L 106,
17.4.2001 r., cTp. 1).

Pernament (EO) Ne 178/2002 Ha Espomneiickus napnamenT 1 Ha Cosera oT 28 sHyapu 2002 r. 3a ycTaHOBsIBaHe Ha 00LIMTe
TNPVHIMITY U M3MCKBAHNS HA 3aKOHOJIATEICTBOTO B 00/IACTTa HA XpaHWTeE, 33 Ch3NaBaHe Ha EBporieiicku opran 3a 6e30macHOCT Ha
XpaHUTe ¥ 33 ONpENesIsIHe Ha MPOLEAypy OTHOCHO GesomacHoctTa Ha xpanute (OB L 31, 1.2.2002 r., crp. 1).

Hupexrusa 2002/32[EO Ha EBporneiickust napiament u Ha Cbera or 7 Mait 2002 r. OTHOCHO HeXXeJTAHNUTE BELIECTBA B XPAHNUTE
3a xusotan (OB L 140, 30.5.2002 r., ctp. 10).

Hupexkrnea 2002/46/EO Ha Esponeiickns maprnament u Ha Cpeera or 10 rorn 2002 1. 3a cOMKaBaHe Ha 3aKOHOTATENCTBATA
Ha JbPXKABUTE YIICHKN II0 OTHOLIEHNMe Ha gobaskute KbM xparu (OB L 183, 12.7.2002 r., ctp. 51).

Pernament (EO) Ne 1829/2003 na Esponeiickust naprmament 1 Ha CoBera or 22 cemremBpu 2003 I. OTHOCHO T€HETMYHO
Mommuimpanute xpauu u gypaxu (OB L 268, 18.10.2003 r., ctp. 1).

Pernament (EO) Ne 1831/2003 Ha Epomeiickus maprmameHt u Ha Cbera oT 22 centemspu 2003 r. oTHOCHO m0GaBKyM 3a
U3NOJI3BaHe NPy XpaHeHeTo Ha xupotHuTe (OB L 268, 18.10.2003 1., cp. 29).

Pernamenr (EO) Ne 2065/2003 na Esponeiickus napnament u Ha Cobera or 10 Hoemspyu 2003 I. OTHOCHO MyMIMITHM
apoOMAaTM3aHTH, M3MOJI3BAHM WM NpEHA3HAYeHN 3a BriaraHe B uiam BbpXy xpanu (OB L 309, 26.11.2003 r., ctp. 1).

Perament (EO) Ne 853/2004 na Esponeiickus maprmament u Ha Cbera or 29 ampun 2004 . OTHOCHO OmpefelisHe Ha
CrIeLMGUYHN XUTVMeHHY TIPaBIiIa 3a XpaHuTe OT KuBotuHcKy mpomsxon (OB L 139, 30.4.2004 r., crp. 55).
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17. Pernamenr (EO) Ne 648/2004 na Esponeiickust mapimament 1 Ha Cbsera ot 31 Mapt 2004 1. otHOCHO fiereprentute (OB L 104,
8.4.2004 ., cTp. 1).

18. Pernament (EO) Ne 852/2004 Ha Esponesickust mapiament 1 Ha Cbera ot 29 anpit 2004 r. OTHOCHO XMIMEHATa Ha XpaHUTe
(OB L 139, 30.4.2004 r., cTp. 1).

19. Pernament (EO) Ne 1935/2004 na Esponerickust mapiament u Ha CbBera or 27 okromspu 2004 r. OTHOCHO Matepuaiite
¥ TIpe[IMETHTE, MPEIHA3HAUEHN) 33 KOHTAKT C XpaHu, 1 3a orMsHa Ha [upextusu 80/590/EMO un 89/109/EMO (OB L 338,
13.11.2004 r., ctp. 4).

20. Hupekrusa 2004/107/EO Ha Espomefickust mapnament u Ha Cobbera or 15 mekemBpy 2004 r. OTHOCHO ChHIbPXKAHUETO HA
apceH, KaIMuMit, HUKEN M MOMMLMKIINYHY apOMAaTHY BBITIeBOIOpony B aTMocepHus Bp3ayx (OB L 23, 26.1.2005 r., c1p. 3).

21. Pernament (EO) Ne 396/2005 na Esponeiickust maprmament u Ha CobBera oT 23 despyapu 2005 I. OTHOCHO MAKCMMAJIHO
JIOIYCTMMITE TPAHMIIM Ha OCTATHUHY BELICCTBA OT TIECTULIMIY BbB M BBPXY XPaHu UM (yPaskil OT PACTUTENICH UM KMBOTUHCKY
IIPOM3XON ¥ 3a m3MeHeHve Ha upekrusa 91/414/EVO na Coeera (OB L 70, 16.3.2005 r., ctp. 1).

22. Pernament (EO) Ne 166/2006 Ha EBponeitckust napnameHT 1 Ha CpBeta ot 18 styapu 2006 r. 3a ch3naBaHe Ha EBpomeiickn
PerucThp 3a MBIYCKAHETO U MPEHOCA Ha 3AMBPCUTENN 1 3a M3MeHeHne Ha mupektisy 91/689/EMO u 96/61/EO Ha Coeera (OB
L 33, 4.2.2006 ., ctp. 1).

23. Mupektusa 2006/118/EO Ha Eporierickus maprnament u Ha ChBera ot 12 mekemspu 2006 T. 3a onassase Ha MOA3EMHNTE BOIM
OT 3aMBbpCsIBaHe 1 BIolIaBaHe Ha chcrosHMero uM (OB L 372, 27.12.2006 r., ctp. 19).

24. Pernament (EO) Ne 1907/2006 Ha Esporerickust mapramenT 1 Ha Chbera ot 18 mexemBpy 2006 I. OTHOCHO permcTpaumsra,
OIIeHKATa, pa3pellaBaHeTo 1 orpannyasaHero Ha xumykamu (REACH), 3a cp3maBane Ha EBpomeiicka areHIus Mo XMMMKAny, 3a
uameHeHye Ha dupektysa 1999/45/EO 1 3a orMsna Ha Permament (EMO) Ne 793/93 na Coeera 1 Pernament (EO) Ne 1488/94
Ha Kommcusra, kakto n Ha Hupektusa 76/769/EMO Ha Cveera u mmpektusu 91/155/EMO, 93/67[EMO, 93/105/EO
1 2000/21/EO na Komncusra (OB L 396, 30.12.2006 r., crp. 1).

25. Pernament (EO) Ne 1924/2006 na Epomeiickust naprnament u Ha Cpsera or 20 mexemspu 2006 r. OTHOCHO XpaHHTEIHN
1 31pasHy npeTeHuyy 3a xpanute (OB L 404, 30.12.2006 r., ctp. 9).

26. Pernament (EO) Ne 1925/2006 Ha Espomerickust mapiament 1 Ha Cbbera or 20 mekemspyu 2006 r. OTHOCHO BAaraHeTo Ha
BUTaMMHM, MMHEPAIV U HSIKOM JIpyru Bemiectsa B xpanute (OB L 404, 30.12.2006 r., ctp. 26).

27. Hupekrusa 2007/2/EO na EBponeitckus naprmament u Ha Cbera or 14 mapr 2007 r. 3a ch3naBaHe Ha MHQPACTPYKTypa 3a
npocrpancTeeHa uHpopMarmst B EBpornerickara obmrocr (INSPIRE) (OB L 108, 25.4.2007 r., crp. 1).

28. Mupekrusa 2008/56/EO Ha Esponeiickust naprnament un Ha Cheera or 17 1ouu 2008 1. 32 Chb3[aBaHe HA paMKa 3a AefCTBIE Ha
O6urHocTTa B 00MIACTTa Ha MONMMTHKATA 33 MOPCKa cpena (PamkoBa mmpekTyBa 3a Mopcka crparerusi) (OB L 164, 25.6.2008 .,
crp. 19).

29. Mupektusa 2008/50/EO Ha Eponeiickus napnament u Ha Chera or 21 mait 2008 I. OTHOCHO KaueCTBOTO Ha aTMOCEpHUs
BB3IIYX M 3a TO-4KCT Bb3AyX 3a Eppoma (OB L 152, 11.6.2008 ., ctp. 1).

30. Hupekrusa 2008/98/EO Ha EBponeiickust naprament u Ha Cpera or 19 Hoemspu 2008 r. OTHOCHO OTMAIbLIUTE I 33 OTMSIHA
Ha ompenenenn mpektusu (OB L 312, 22.11.2008 ., c1p. 3).

31. Ompektusa 2008/105/EO Ha EBponesickust napnament u Ha CpBera o 16 mekemspu 2008 r. 3a onpefensise Ha CTAHIAPTH 3a
KauecTBO Ha OKOJIHATA cpelia B OONACTTa Ha MONMTHMKATA 33 BOIMTE, 33 M3MEHEHME M MOCIENBAIA OTMSIHA HA JIMPEKTUBM
82/176/EMO, 83[513[/EMO, 84/156/EMO, 84[491/EMO, 86/280/EMO na CbBera u 3a u3MeHeHme Ha [lupekTiBa
2000/60/EO na Esporeitckus maprmament u Ha Cpera (OB L 348, 24.12.2008 r., ctp. 84).

32. Pernamenr (EO) Ne 1272/2008 na Esponeiickus naprament u Ha CbBera ot 16 nexemspy 2008 r. OTHOCHO KiacuQUIMpaHeTo,
TUKETMPAHETO U OMAKOBAHETO HA BELIECTBA M CMECH, 3a M3MEHEHMe 1 33 OTMsIHA Ha mupekTusu 67548/EMO n 1999/45/EO
1 3a u3MeHeHue Ha Pernament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 ., ctp. 1).

33. Pernament (EO) Ne 1331/2008 na EBponeiickust naprament u Ha CbBera ot 16 nexemspu 2008 r. 3a ycraHopsiBaHe Ha o0Lia
paspeliuTeNHa Ipoledypa 3a Ho0AaBKMTe B XpaHMUTe, H3UMUTe B XpaHMTe M apoMatusanHtute B xpanure (OB L 354,
31.12.2008 r., ctp. 1).
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43.

44,

45.

46.

47.

48.

49.

50.

Pernament (EO) Ne 1332/2008 na Espomeiickms mapiameHt n Ha CoBera or 16 mekemspu 2008 r. OTHOCHO eH3MMUTE
B XpaHuTe u 3a usMeHenye Ha [upekrusa 83/417[EMO na Cosera, Permament (EO) Ne 14931999 Ha Cobera, [IupekTisa
2000/13/EO, Oupextusa 2001/112/EO na Cveera u Permament (EO) Ne 258/97 (OB L 354, 31.12.2008 r., cTp. 7).

Perament (EO) Ne 1333/2008 na Espomerickust napnament u Ha Cvsera or 16 mexemspu 2008 r. oTHOCHO m0GaBKuTe
B xpanute (OB L 354, 31.12.2008 r., ctp. 16).

Pernament (EO) Ne 1334/2008 na Esponeiickust napnament 1 Ha Cpera or 16 mekempy 2008 r. OTHOCHO apoOMaTH3aHTHTE
U OTpefeNneny XPaHUTeNTHM ChCTaBKY C apOMaTUYHM CBOVICTBA 3a BIlaraHe BbB MM BbPXY XpaHU M 3a M3MeHeHye Ha PernmameHt
(EMO) Ne 1601/91 Ha Cobera, pernamentu (EO) Ne 2232/96 u (EO) Ne 110/2008 u dupekrusa 2000/13/EO (OB L 354,
31.12.2008 r., cTp. 34).

Hupekrusa 2009/125/EO Ha Epomeitckust napnament u Ha Chbbera or 21 okromspu 2009 r. 3a ch3maBaHe Ha pamKa 3a
omnpeferisiHe HAa M3MCKBAHMSTA 3a CKOMM3aiH KbM IPOLYKTH, CBbP3aHU C eHepromotpebnenuero (OB L 285, 31.10.2009 r.,
crp. 10).

Pernament (EO) Ne 401/2009 na Esponeiickust naprament u Ha Cbera ot 23 anput 2009 r. orHOCHO EBporerickara areHust
3a OKONTHAaTa cpema 1 EBpomerickata Mpexka 3a muopmaumst 1 HabmroneHne Ha okomnara cpema (OB L 126, 21.5.2009 r.,
crp. 13).

Hupexrusa 2009/32/EO na EBponeiickus napiament u Ha Cbsera ot 23 anpun 2009 1. 3a cOmkaBaHe Ha 3aKOHOIATENCTBATA
Ha JIbPKaBUTE WIEHKM OTHOCHO eKCTPAKUMOHHWUTE PasTBOPUTENM, M3INON3BAHY B MPOV3BONCTBOTO Ha XPaHM ¥ ChCTaBKUTE Ha
xpann (OB L 141, 6.6.2009 r., ctp. 3).

Hupekrusa 2009/48/EO Ha Espomeiickns napnament 1 Ha CpBera or 18 toHu 2009 I. OTHOCHO 0e30MacHOCTTA Ha IETCKUTE
urpaukn (OB L 170, 30.6.2009 r., c1p. 1).

Permament (EO) Ne 1069/2009 na Eponeiickust mapnament u Ha Cbsera or 21 okromspu 2009 r. 3a ycraHOBsiBaHE Ha
3[paBHM MPaBMiia OTHOCHO CTPAHWMYHYU KMBOTUHCKY MPOAYKTU M MPOU3BOIHM MPOIYKTH, HeMpeaHa3HaYeHN 33 KOHCYyMalusl OT
yoBeka 1 3a oTMsHa Ha Permament (EO) Ne 1774/2002 (OB L 300, 14.11.2009 r., ctp. 1).

Perament (EO) Ne 1107/2009 na Esponerickust napnament u Ha CpBera or 21 oxromspy 2009 r. OTHOCHO IyCKaHETO Ha
nasapa Ha MPOIYKTY 3 PACTUTEIIHA 3aLIMTA 1 33 OTMsHA Ha mpektusy 79/117[EVO u 91/414/EMO Ha Coeera (OB L 309,
24.11.2009 r., ctp. 1).

Hupektusa 2009/128/EO na Eponeiickust napnament u Ha Cobeera or 21 okromspu 2009 r. 3a cb3maBaHe Ha pamka 3a
meiicere Ha OOIIHOCTTA 3a MOCTUIaHe Ha ycroituysa yrorpeba Ha mectuuyan (OB L 309, 24.11.2009 r., crp. 71).

Hupekrusa 2009/148/EO na Espomeiickust mapiament u Ha Cbera or 30 Hoemspu 2009 I. OTHOCHO 3amuTaTa Ha
paboTHMIMTE OT PUCKOBE, CBBP3aHM C eKCIIO3MILMS Ha asbect o Bpeme Ha pabota (OB L 330, 16.12.2009 r., crp. 28).

Perament (EO) Ne 1221/2009 na EBponeiickust mapiaMent u Ha Chbbera ot 25 HoemBpu 2009 r. 0THOCHO HOGPOBOIIHOTO
yuactie Ha opranusauyy B Cxemara Ha OOLIHOCTTa 3a yIIpaBiIeHe o OKomHa cpera i omut (EMAS) 1 32 otMsiHa Ha PernameHT
(EO) Ne 761/2001 u Ha pewernst 2001/681/EO u 2006/193/EO na Komucusita (OB L 342, 22.12.2009 r., ctp. 1).

Permament (EO) Ne 1223/2009 Ha Espomeiickust napnament u Ha Cbsera ot 30 HoemBpu 2009 . OTHOCHO KO3METHUHUTE
nponyku (OB L 342, 22.12.2009 ., ctp. 59).

Hupektusa 2010/75/EC na Espomeiickust maprmameHT u Ha CbBera or 24 Hoemspu 2010 r. OTHOCHO eMMCHHUTE OT
IIPOMMIIIIEHOCTTA ¥ OT OTIVIEXHAHETO Ha CEJICKOCTONMAHCKYM 3KMBOTHM (KOMIIEKCHO MpEIOTBpaTsiBaHe ¥ KOHTPON Ha
3ambpcsisadero) (OB L 334, 17.12.2010 r., c1p. 17).

Perament (EO) Ne 66/2010 na Esponerickust mapiament u Ha Cbsera ot 25 Hoempyt 2009 . OTHOCHO eKOMapKMPOBKATa Ha
EC (OB L 27, 30.1.2010 r., ctp. 1).

Hupekrusa 2011/65/EC Ha EBponeiickus napnament u Ha Cbsera or 8 1oHu 2011 r. OTHOCHO OrpaHMueHMeTo 3a ynorpebara
Ha OIIpefIeNeH ONACHI BELIECTBA B eMIEKTPUUECKOTO U eleKTpoHHOTO obopynsate (OB L 174, 1.7.2011 ., ctp. 88).

Permament (EC) Ne 1169/2011 na Espomeiickust mapiament u Ha Cbsera ot 25 okromspy 2011 r. 32 mpemocTaBsiHeTo Ha
uHpOpMALIMS 32 XpaHUTe HA noTpeOmrenuTe, 3a u3MeHeHne Ha pernamentn (EO) Ne 1924/2006 u (EO) Ne 1925/2006 Ha
Eponeiickust mapnament u Ha CbBera u 3a orMsiHa Ha [upextysa 87/250/EMO Ha Kommcusira, Oupektusa 90/496/EMO Ha
CoBera, [upektusa 1999/10/EO na Kommcusita, Hupektusa 2000/13/EO na Esponeiickus napnament u Ha CbBera,
mpektysu 2002/67[EO n 2008/5/EO na Kommcusra n Ha Permament (EO) No 608/2004 na Kommcumsita (OB L 304,
22.11.2011 1., cTp. 18).
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51. Permamenr (EC) Ne 528/2012 Ha EBponesickust maprmameHt 1 Ha CbBera or 22 Mait 2012 1. OTHOCHO NMPETOCTABSIHETO Ha Masapa
u ynorpebara Ha 6uommm (OB L 167, 27.6.2012 r., crp. 1).

52. Hupekrusa 2012/18/EC na EBpomeiickust napnament u Ha Cpera ot 4 tom 2012 I. OTHOCHO KOHTPOJIA Ha ONACHOCTUTE OT
TOJIEMI1 aBapMH, KOUTO BKITIOYBAT OIIACHM BEIIECTBA, 33 M3MEHEHNeE 1 MOCIenBala oTMsHa Ha [lupekrusa 96/82[EO Ha Cobbera
(OB L 197, 24.7.2012 r., cTp. 1).

53. Hupekrtusa 2012/19/EC na Esponeiickus naprmament u Ha CpBera or 4 tom 2012 r. OTHOCHO OTHAIbLIM OT €NIEKTPUUECKO
u enektporHo obopymsare (OEEO) (OB L 197, 24.7.2012 r., crp. 38).

54. Permamenrt (EC) Ne 649/2012 na Esponeitckust maprameHt 1 Ha ChbBeta ot 4 ror 2012 T. OTHOCHO M3HOCA M BHOCA HA OMACHN
xumykamu (OB L 201, 27.7.2012 r., ctp. 60).

55. Pernamenr (EC) Ne 609/2013 Ha Eppomeiickust maprament 1 Ha CbBera oT 12 1oHn 2013 1. OTHOCHO XpaHuTe, MPeIHA3HAYeHN
33 KbpMayeTa 1 MaJIKy [Ie1ia, XPaHWUTe 3a CIICLAITHN MEAMIVHCKY LIETI M 3aAMECTUTEIINTE Ha LIENIOIHEBHISI XPAHUTETIEH TIPUeEM 3a
peryinupane Ha TEJIECHOTO Terio ¥ 3a oTmsiHa Ha [upekrysa 92/52[EMO na Cobsera, aupektusu 96/8/EO, 1999/21/EO,
2006/125/EO u 2006/141/EO na Kommcmsita, dupextusa 2009/39/EO na Esporeiickms maprmament n Ha CbBera
u pernamenty (EO) Ne 41/2009 u (EO) Ne 953/2009 Ha Komucusra (OB L 181, 29.6.2013 r., crp. 35).

56. Mupektua 2014/28/EC na Esponeitckmss naprmament un Ha CbBera or 26 ¢eBpyapu 2014 1. 3a XapMOHM3MpaHe Ha
3aKOHONIATEJICTBATA HA AbP2KABMTE WICHKM 3 MPEIOCTABSHE HA 11a3apa ¥ HaJl30p HA B3PMBHMTE BENIECTBA 38 IPAXKAAHCKM LT
(OB L 96, 29.3.2014 1., ctp. 1).

57. Hupektusa 2014[40/EC Ha Espomeiickust mapiament u Ha CpBera or 3 ampwt 2014 r. 3a cOmmxasaHe Ha 3aKOHOBHTE,
IOJI3aKOHOBUTE M AJMUHNCTPATHBHMTE pasnopenby Ha IbPXKABUTE WIEHKM OTHOCHO IIPOVM3BOINCTBOTO, MPEICTABSHETO
u mponax0bara Ha TIOTIOHEBM 1 CBbp3aHM C TAX M3Memus ¥ 3a OT™MsHa Ha [umpekrmsa 2001/37/EO (OB L 127,
29.4.2014 r., ctp. 1).

58. Permament (EC) 2015/2283 Ha EBpomneiickus mapiameHT u Ha CbBera oT 25 HoeMBpy 2015 r. OTHOCHO HOBUTE XpaHM, 3a
m3meHerne Ha Permament (EC) No 1169/2011 na Esporerickust mapnmament u Ha CbBera u 3a oTMsHa Ha Permament (EO)
Ne 258/97 na Esponeiickust napnmament u Ha Cosera u Ha Pernament (EO) Ne 1852/2001 na Kommemsra (OB L 327,
11.12.2015 ., ctp. 1).

59. Hupektusa (EC) 2016/2284 Ha Esporeiickus maprmament u Ha CpBera or 14 mexempu 2016 rI. 3a HamansBaHe Ha
HALIOHATIHUTE EMUCUM HA HSKOM atMocdepHM 3ambpcurteny, 3a uameHenue Ha [upekrusa 2003/35/EO u 3a ormsiHa Ha
Hupektusa 2001/81/EO (OB L 344, 17.12.2016 r., crp. 1).

60. Pernament (EC) 2017/625 Ha Esponeiickust napnament 1 Ha Cbera ot 15 Mapr 2017 I. OTHOCHO OMUMANHUS KOHTPOI
¥ IpyTuTe OQUIMATIHY IEHOCTH, M3BBPUIBAHY C OITIEN 1iel JIa Ce TAPAHTIPA NMPUIIATAHETO Ha 3aKOHONATENICTBOTO B 00/IACTTa Ha
XpaHute 1 Qypaxkure, npaBuiaTa OTHOCHO 3[PAaBEONa3BAHETO HA KUBOTHUTE U XyMaHHOTO OTHOLICHME KbM TSIX, 3[PAaBeTo Ha
PacTeHIsITa, 1 IPOIYKTHUTE 33 PACTUTENHA 3AIINTA, 3a M3MeHeHne Ha pernamenti (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) 2016429 u (EC) 2016/2031 Ha
Esponeiickust naprameHT 1 Ha Chbbeta, permamentn (EO) Ne 1/2005 u (EO) Ne 1099/2009 na Cobera u mupektusu 98/58/EO,
1999/74/E0, 2007/43[EO, 2008/119/EQ u 2008/120/EO Ha Chiera, u 3a oTvsiHa Ha pernamentu (EO) Ne 8542004
u (EO) Ne 882/2004 na Espomeiickust mapiament u Ha Cbpera, mupektusy 89/608/EVO, 89/662[EMO, 90/425/ENO,
91/496/EMO, 96/23EO, 96/93/EO u 97/78[EO Ha Cvsera m pemenne 92/438/EMO na Copera (PernameHT OTHOCHO
ofuuparaust koutpon) (OB L 95, 7.4.2017 r., crp. 1).

61. Pernament (EC) 2017/745 na Eponeiickus mapiament u Ha Cbsera or 5 ampuin 2017 . 3a MENMUMHCKUTE W3LEIMS, 3a
uaMeHenne Ha [upekrysa 2001/83/EO, Pernament (EO) Ne 178/2002 u Permament (EO) Ne 1223/2009 u 3a ormsiHa Ha
mupektysu 90/385/EMO u 93/42[EVO na Cobeera (OB L 117, 5.5.2017 r., c1p. 1).

62. Pernament (EC) 2017/852 Ha EBponeiickust mapnament u Ha Cobera or 17 Mait 2017 r. OTHOCHO XMBaKa ¥ 3a OTMSIHA Ha
Pernament (EO) Ne 1102/2008 (OB L 137, 24.5.2017 r., ctp. 1).

63. Pernament (EC) 2019/4 Ha Esporeiickus napnamedt u Ha Cbiera or 11 mekemspu 2018 . OTHOCHO NPOM3BOICTBOTO,
IyCKaHeTO HA Iasapa M ynorpebara Ha MeIMKAMEHTO3HM (ypaxu, 3a m3meHenye Ha Permament (EO) Ne 183/2005 Ha
Eporneiickust mapiaMent 1 Ha ChBeta u 3a orMsiHa Ha Hupekrusa 90/167/EMO (OB L 4, 7.1.2019 r., crp. 1).

64. Pernament (EC) 2019/1009 Ha Espomeiickus mapnament u Ha CbBeta oT 5 toHm 2019 1. 3a ompenessiHe Ha NpaBuia 3a
npefocTaBsiHe Ha nasapa Ha EC mpomykru 3a HartopsiBaHe M 3a u3MeHeHue Ha permamenty (EO) Ne 1069/2009 u (EO)
Ne 1107/2009 n 3a ormsiHa Ha Permament (EO) Ne 2003/2003 (OB L 170, 25.6.2019 r., crp. 1).
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. Pernamenr (EC) 2019/1021 na Esponeiickust mapnament u Ha Chera ot 20 1ouy 2019 r. OTHOCHO YCTOMUMBITE OPTaHNYHN

samppentern (OB L 169, 25.6.2019 r., ctp. 45).

Hupekrusa (EC) 2020/2184 na Eporeiickus mapiament u Ha CbBera or 16 mexemBpu 2020 r. OTHOCHO KauecTBOTO Ha
BOJIaTa, MpefHA3HauYeHa 3a KOHCyMaius ot yoseka (OB L 435, 23.12.2020 r., ctp. 1).

Permament (EC) 2024/1991 Ha Esponeiickust naprmameHT u Ha CbBeta oT 24 1oHM 2024 I. OTHOCHO Bb3CTAHOBSIBAHETO Ha
npuponara u 3a usMeHenne Ha Permament (EC) 2022/869 (OB L, 2024/1991, 29.7.2024 r., ctp. 1).

Pernament (EC) 2023/1542 na Esporesickus mapament u Ha CpBera or 12 tomy 2023 1. 3a Garepuute M HETOTHUTE 3a
ynorpeba Gatepuu, 3a uameHenme Ha dupektusa 2008/98/EO u Pernament (EC) 2019/1020 u 3a otMsiHa Ha [{upekTusa
2006/66/EO (OB L 191, 28.7.2023 ., ctp. 1).

Permament (EC) 2024/573 na Espomeitckust mapnament u Ha Cobera ot 7 ¢espyapu 2024 1. 3a (ryopchabpxaiure
NApHMKOBY Trazose, 3a y3MeHeHne Ha Hupektusa (EC) 2019/1937 u 3a ormsHa Ha Permament (EC) Ne 517/2014 (OB L,
2024(573, 20.2.2024 1.).

Permament (EC) 20241781 na Epomeitckus napnament u Ha Cosera or 13 romm 2024 r. 3a Ch3maBaHe Ha paMKa 3a
OTIperIerIsIHe Ha V3MCKBAHMATA 3a €KONMPOCKTMPAHE 33 YCTOMUMBU MPOIYKTH, 3a m3MeHeHne Ha Hupektysa (EC) 2020/1828
u Pernament (EC) 2023/1542 u 3a ormsiHa Ha [Iupektusa 2009/125/EO (OB L, 2024/1781, 28.6.2024 1.).

Yacr 2

IIpaBuu aktoBe Ha Chlo3a, MOCOYEHN B WieH 3, maparpad 3

Bcsiko nososaBaHe Ha MPaBHUATE AKTOBE HA Cmosa, I/I36pO€HI/I B HaCTOAIIATa 4YacT, Ce pa361/1pa U KaTO MMO30BaBaHE HAa BCMYKM AKTOBE 3a
VIBITBITHEHNE U IETIETVIPaHM aKTOBE, MPUETY CBITIACHO CBPOTBETHMSA AKT Ha Cuosa, KOrato € OTHOCUMO.

1.

Hupektusa 2001/83/EO na Esponerickust napiament u Ha CbBera or 6 Hoemspu 2001 r. 3a yTBBpKIaBaHe Ha KOHEKC HA
OOGIHOCTTa OTHOCHO JIEKapCTBEHNM MPOIYKTH 38 XymaHHa ymorpeba (OB L 311, 28.11.2001 r., ctp. 67).

. Pernament (EO) Ne 726/2004 Ha Eponeiickust maprament 1 Ha Cbeta ot 31 Mapr 2004 1. 3a ycTaHOBSIBAHE HA IIPOLICIyPU Ha

Cbl03a 3a paspelaBaHe ¥ KOHTPOJI Ha JIEKapCTBeHN MPOIYKTH 3a XyMaHHA ynorpeba M 3a Ch3[aBaHe Ha EBpormejicka areHIyst 1o
nekapcrsara (OB L 136, 30.4.2004 r., ctp. 1).

. Pernamenrt (EO) Ne 470/2009 Ha Esporeiickust mapnament 1 Ha CbBera ot 6 Mait 2009 . OTHOCHO YCTaHOBSIBAHE Ha MPOLEIypPH

Ha OOIIHOCTTA 32 ONpefIerisiHe Ha OMYCTUMUTE CTOMHOCTY Ha OCTAThYHI KOJIMYECTBA OT (apMAKONOTMYHOAKTHUBHI CYOCTAHIIMN
B XPaHU OT XMBOTUHCKM NPOU3XON, 3a oTMsiHa Ha Pernament (EVMO) Ne 2377/90 na CbBera 1 3a u3MeHeHMe Ha [{MpeKTyBa
2001/82[EO na Esporneitckus naprmament u Ha Cbsera 1 Ha Permament (EO) Ne 726/2004 na EBporeiickus maprameHT 1 Ha
Cveera (OB L 152, 16.6.2009 r., ctp. 11).

. Permament (EC) 2019/6 wa Espomeiickust mapmament u Ha ChbBera ot 11 jekemspu 2018 TI. OTHOCHO BeTepUHAPHUTE

JIeKapCTBEHM TPOMYKTH 1 3a oT™MsiHa Ha [{upexrysa 2001/82/EO (OB L 4, 7.1.2019 r., crp. 43).
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TTPMITO2KEHVIE 11

PedepeHTHM CTOIHOCTH, IOCOUEHM B 4iieHOBe 8 U 27

PedepeHTHY CTOMHOCTH, KOUTO TPSOBA 11a OBIAT BKITIOYEHN B PETUCThPa Ha peepeHTHIUTE CTOMHOCTH, IIOCOYEH B uileH 8, naparpad 3

1. IpensuneHnte KOHUeHTpaumy 6e3 BB3IE/CTBUE, ONPENENCHN KaTO YacT OT OLEHKATa Ha PUCKA 3a OKOJIHATA CPela ChIIACHO
Hupektusa 2001/83[EO, Pernament (EO) Ne 726/2004 u Permament (EC) 2019/6.

Te3u peepeHTHNU CTOMHOCTY Ce OrpaHMYaBaT 10 JaHHWTE, MomaneHn 10 EMA B KOHTEKCTa Ha CHOTBETHUTE IIPOLEMYPH, KOUTO Ca
NPUKITIOYEHN CTIEN 1aTaTa Ha BIM3aHE B CHITA Ha HACTOSIS pernameHT. Korato e 1enechoOpasHo, NaHHM, ¢ KOUTO pasnonara EMA
¥ KOUTO Ca Pe3yIITar OT POLEIypH, PVUKITIOYEHN NPelI 1aTaTa Ha BIIV3aHE B CHJTA HA HACTOSILINSL PEIIaMEHT, ChLIO Morar 1a Obaar
pasrienany 3a BbBexIaHe B oOlaTa Mmmardopma 3a TaHHM.
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IlpaBuu akToBe Ha Cbro3a, mocoueHu B wieHose 10 u 27

Bcsiko nmosoBaBaHe Ha [IpaBHUTE aKTOBE Ha Cbro3a, I/I36p0€HI/I B HaCTOAIIOTO MPUIIOKEHNUE, CE pa361/[pa ¥ KaTO II030BaBaHE HA BCUYKU
AKTOBE 3a M3IIBJIHEHNE VM HENETVPAHM aKTOBE, IIPUETU CHITIACHO CHOTBETHMA aKT Ha Cpr03a, KOraTo e IICJ'ICC'I)O6P33HO.

10.

11.

12.

13.

14.

Permamenr (EMO) Ne 315/93 na CopBera or 8 ¢eBpyapu 1993 I. 3a ycraHoBsiBaHe Ha OOLIHOCTHY IPOLEIYPU OTHOCHO
samppcuterre B xpannte (OB L 37, 13.2.1993 1., ctp. 1).

Hupexrusa 9462 [EO na EBponeiickust naprmament u Ha Cpera ot 20 mekemspyt 1994 r. OTHOCHO OIAKOBKUTE I OTHATbLNTE
ot onakoskyu (OB L 365, 31.12.1994 1., c1p. 10).

Hupekrusa 98/24/EO Ha Cobpera ot 7 anpun 1998 r. 3a omassaHe Ha 3[IpaBeTo 1 6e30MACHOCTTA Ha PAOOTHMIINTE OT PUCKOBE,
CBBP3aHN C XMMIYHY dreHT) Ha PabOTHOTO MSICTO (YeTMpMHAIeceTa CleLMallHa [IMPEKTHBA 10 CMUCHIIA Ha wieH 16, naparpad 1
or Nupekrusa 89/391/EMO) (OB L 131, 5.5.1998 r., crp. 11).

Hupexrusa 2000/53/EO Ha EBporneiickust napiament u Ha Cosera ot 18 cenrremspu 2000 r. OTHOCHO M3nesnuTe OT ynorpeba
npesosnn cpencrea (OB L 269, 21.10.2000 r., ctp. 34).

Pernament (EO) Ne 178/2002 na Eponeiickust mapnament u Ha Cbsera or 28 syapu 2002 r. 3a ycraHOBsIBaHE Ha 00mTe
NPVHIMIN U M3MCKBAHNS HA 3aKOHOJIATEICTBOTO B 00/IaCTTa HA XpaHKTe, 3a Ch3laBaHe Ha EBporieiicku opran 3a 6e30macHOCT Ha
XpaHNUTE 1 32 ONpEHeNsiHe Ha MPOLEypy OTHOCHO GesomacHocTTa Ha xpanure (OB L 31, 1.2.2002 r., cp. 1).

Hupexrtusa 2002/32[EO Ha EBporneiickust napriament u Ha Cbera or 7 Mait 2002 r. OTHOCHO HeXXeJIaHNUTe BELIECTBA B XPaHUTe
3a xusotau (OB L 140, 30.5.2002 r., ctp. 10).

Pernament (EO) Ne 1831/2003 Ha Epomeiickus maprmameHt u Ha ChbBera ot 22 cenrempu 2003 r. OTHOCHO 100aBKM 3a
M3MON3BaHe Mpy XpaHeHeTo Ha xkupoTHute (OB L 268, 18.10.2003 1., cp. 29).

Hupekrusa 200437 [EO Ha Esponerickust napnament u Ha Cbsera ot 29 ampun 2004 I. OTHOCHO 3aumTaTa Ha paboTHHULMTE OT
PMCKOBE, CBbP3aHM C eKCIO3MIIATA Ha KAHIIEPOTEHM, MyTareHy il TOKCHYHM 33 PEMPONYKLMSTA BELIECTBA 110 Bpeme Ha pabota
(wrecta crienpanHa OMpPeKTMBA MO CMUCHIA Ha wieH 16, maparpad 1 ot Hupektusa 89/391/EMO Ha Coeera) (OB L 158,
30.4.2004 r., ctp. 50).

Permament (EO) Ne 1935/2004 na Esponerickust mapiament 1 Ha Cbera or 27 okromspu 2004 r. OTHOCHO MaTepuaimTe
¥ TIpe[IMeTHTe, MPEIHA3HAUEHN 33 KOHTAKT C XpaHM, 1 3a orMsHa Ha [upextysu 80/590/EMO un 89/109/EMO (OB L 338,
13.11.2004 r., ctp. 4).

Hupekrusa 2004/107/EO Ha Esporerickus mapiament u Ha Cbsera or 15 mexemBpu 2004 I. OTHOCHO ChIbPKAHMETO Ha
apceH, KaMMit, XMBAK, HUKeES M MOMMLMKIMYHY apOMAaTHM BBITIEBOIOPOIM B aTMOcepHus Bb3myx (OB L 23, 26.1.2005 .,
cTp. 3).

Perament (EO) Ne 396/2005 na Espomeiickust napnament u Ha CbBera or 23 despyapu 2005 r. OTHOCHO MAaKCHMAIHO
[IOIyCTHMIUTE TPAHMIM HA OCTATBYHM BELIECTBA OT MECTULMIM BbB 11 BBPXY XPaHU W Qypazky OT PAaCTUTEIICH U KUBOTUHCKH
IPOM3XON ¥ 3a m3MeHeHye Ha upekrusa 91/414/EVO na Coeera (OB L 70, 16.3.2005 r., ctp. 1).

Hupekryea 2006/118/EO na Esponeiickns naprament u Ha Coeera ot 12 mekemspn 2006 r. 3a oma3saHe Ha O3¢MHITE BOIIY
OT 3aMbpCsiBaHe 1 BioulaBaHe Ha chcrosHmero um (OB L 372, 27.12.2006 r., ctp. 19).

Pernament (EO) Ne 1907/2006 Ha Epponeiickust mapnament u Ha Cbsera or 18 nekemspu 2006 I. OTHOCHO PerucTparysTa,
OLIEHKATA, Pa3pelIaBaHeTo U orpaHnyasanero Ha xumukamy (REACH), 3a cbamaBane Ha EBporelicka areHIyst 10 XUMMKAIH, 33
usmeHenne Ha [upekrusa 1999/45/EO u 3a ormsina Ha Pernament (EMO) Ne 793/93 nHa Copeera n Permament (EO) Ne 1488/94
Ha Kommcmsira, kakro 1 Ha [upektusa 76/769/EMO na Coeera u mmpekrusu 91/155/EMO, 93/67/EMO, 93/105/EO
1 2000/21/EO na Komucnsra (OB L 396, 30.12.2006 r., ctp. 1).

Hupekrysa 2008/105/EO Ha Eponeiickus maprmament u Ha Cbeta oT 16 mekemspy 2008 1. 3a onpefernisHe Ha CTAHIAPTH 3a
KAuecTBO Ha OKOJIHATA Cpela B 00/acTTa Ha MOMMTVKATA 33 BOHMTE, 3a M3MEHEHYe ¥ IOCTIefBalia OTMSHA Ha HMPEKTUBU
82/176/EMO, 83/513/EMO, 84[/156/EMO, 84[491/EUO, 86/280/EMO Ha ChbBeta u 3a u3MeHeHue Ha [lMpekTHBa
2000/60/EO Ha Eppomeitckust mapamenT u Ha CpBera (OB L 348, 24.12.2008 r., ctp. 84).

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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15. Pernamenr (EO) Ne 1272/2008 na Esporneiickus naprament i Ha Cbsera ot 16 nekemspy 2008 r. OTHOCHO KiacuQUIMPaHeTo,
TUKETMPAHETO U OMAKOBAHETO HA BELIECTBA I CMECH, 3a M3MEHEHMe 1 33 OTMsIHA Ha mupekTvsu 67548/EMO n 1999/45/EO
1 3a u3MeHeHye Ha Pernament (EO) Ne 1907/2006 (OB L 353, 31.12.2008 r., ctp. 1).

16. Permament (EO) Ne 1331/2008 na Eporesickust napiameHT 1 Ha Cpeta oT 16 mekemspu 2008 T. 3a ycTaHOBsIBaHe Ha 00mwIa
paspeliuTenHa Ipoledypa 3a H00AaBKMTe B XpaHMUTe, H3UMUTe B XpaHuMTe M apoMatusantute B xpanure (OB L 354,
31.12.2008 r., ctp. 1).

17. Pernament (EO) Ne 1332/2008 na Espomeiickust mapnament u Ha CbBera or 16 mexemspu 2008 r. OTHOCHO €H3MMMTE
B XpaHuTe u 3a usmeHenye Ha [upekrusa 83/417[EMO na Cosera, Permament (EO) Ne 14931999 Ha Cosera, [IupekTusa
2000/13/EO, Oupekrusa 2001/112/EO na Coeera u Permament (EO) Ne 258/97 (OB L 354, 31.12.2008 r., ctp. 7).

18. Permament (EO) Ne 1333/2008 Ha Esporesickust maprmament n Ha Cpeera ot 16 mekemspu 2008 . OTHOCHO 06aBKMTE
B xpanute (OB L 354, 31.12.2008 r., cTp. 16).

19. Pernament (EO) Ne 1334/2008 Ha Esporneiickus maprament u Ha Cbera ot 16 nekemspy 2008 r. OTHOCHO apOMaTM3aHTHTE
U OnpefeNnenyt XpaHUTeNTHM ChCTaBKY C apOMaTUYHM CBOVICTBA 3a BIlaraHe BbB MM BbPXY XpaHU M 3a M3MeHeHye Ha PernameHt
(EMO) Ne 1601/91 Ha Cobera, pernamenu (EO) Ne 2232/96 u (EO) Ne 110/2008 u dupekrusa 2000/13/EO (OB L 354,
31.12.2008 r., ctp. 34).

20. Hupekrusa 2009/32/EO na Esporneiickus napnament u Ha Cbera or 23 ampuit 2009 r. 3a cOmkaBaHe Ha 3aKOHOLATEIICTBATA
Ha IbPKABUTE YIICHKM OTHOCHO EKCTPAKLMOHHWMTE PAa3TBOPUTEINHM, M3MON3BAHM B IIPOM3BOICTBOTO HA XPAHM ¥ CHCTABKUTE HA
xpann (OB L 141, 6.6.2009 r., crp. 3).

21. Hupekrusa 2009/125/EO Ha Eponeiickus mapnament u Ha Cbera ot 21 okromspu 2009 r. 3a ch3naBaHe Ha pamKa 3a
omnpererisiHe Ha M3MCKBAHMSTA 3a CKOMM3aiH KbM IPOLYKTH, CBbP3aHU C eHepromotpebnenuero (OB L 285, 31.10.2009 r.,
ctp. 10).

22. Mupektusa 2009/48[EO Ha Epponeiickust napnament u Ha Coiera ot 18 1oHM 2009 1. OTHOCHO GE30MaCHOCTTA HA HETCKUTE
urpauku (OB L 170, 30.6.2009 r., cTp. 1).

23. Pernament (EO) Ne 1005/2009 na Esponeitckus napnament u Ha Cbsera or 16 cemrrempu 2009 r. OTHOCHO BEIIECTBA, KOUTO
HapymasaT o3oHoBus cnoit (OB L 286, 31.10.2009 r., ctp. 1).

24. Pernament (EO) Ne 1107/2009 na Epomeiickust mapimament 1 Ha Cbsera ot 21 okromspu 2009 I. OTHOCHO IyCKaHETO Ha
na3apa Ha MPOIYKTM 33 PACTUTEIIHA 3aLIMTA 1 33 OTMsHA Ha mpektusy 79/117[EVO u 91/414/EMO Ha Coeera (OB L 309,
24.11.2009 r., ctp. 1).

25. Hupekrusa 2009/148/EO Ha Esponeiickusi mapmameHT u Ha CbBera or 30 HoemBpu 2009 I. OTHOCHO 3amiMTata Ha
pabOTHMUMTE OT PUCKOBE, CBHP3aHM € eKCO3MuMs Ha azbect o Bpeme Ha padora (OB L 330, 16.12.2009 r., ctp. 28).

26. Pernament (EO) Ne 1223/2009 Ha Esponerickust mapiament 1 Ha Cbeera or 30 HoemBpu 2009 I. OTHOCHO KO3METMYHHUTE
nponyku (OB L 342, 22.12.2009 ., ctp. 59).

27. Hupektusa 2011/65/EC Ha Epporeiickus napiamest 1 Ha Chera 0T 8 1oHM 2011 I. OTHOCHO OrpaHMUEHMETO 3a ymoTpebara
Ha OIIPEIIeIIeHN ONACHM BELIECTBA B EIEKTPUUYECKOTO M eNeKTpoHHOTO oGopymsare (OB L 174, 1.7.2011 r., crp. 88).

28. Pernamenr (EC) Ne 528/2012 na Esporneitckus naprament 1 Ha Cbsera ot 22 Mait 2012 1. OTHOCHO IPEIOCTABSHETO Ha Mazapa
u ynorpebara Ha 6uommmm (OB L 167, 27.6.2012 r., crp. 1).

29. Hupekrusa 2012/19/EC na Esporeiickus napnament n Ha Cbsera ot 4 1omu 2012 r. OTHOCHO OTHAIBLM OT €NEKTPHUYECKO
u enektporHo obopymsare (OEEO) (OB L 197, 24.7.2012 r., crp. 38).

30. Pernament (EC) 2019/4 na Espomeiickusi maprmament u Ha CoBera oT 11 mexemspu 2018 r. OTHOCHO IPOM3BOICTBOTO,
IIyCKaHeTO Ha [asapa M ynorpebara Ha MeIMKAMEHTO3HM (ypaxu, 3a uameHeHue Ha Pernmament (EO) Ne 183/2005 Ha
Eponeiickust mapiaMent 1 Ha Cbera u 3a orMsiHa Ha Hupekrtusa 90/167/EMO (OB L 4, 7.1.2019 r., ctp. 1).

31. Permamenrt (EC) 2019/1021 na Eponeitckust napnameHT 1 Ha Cbeta oT 20 1oHu 2019 I. OTHOCHO yCTOMUMBUTE OPTaHUYHN
samppenter (OB L 169, 25.6.2019 1., c1p. 45).

32. Hupekrusa (EC) 2020/2184 Ha Esponeitckus mapiament u Ha CbBera or 16 nexemBpu 2020 I. OTHOCHO KauecTBOTO Ha
BOJIaTa, MpefHA3HauYeHa 3a KOHCyMarus ot yoseka (OB L 435, 23.12.2020 r., ctp. 1).
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33. Permament (EC) 2023/1542 Ha Esponeiickus mapnament n Ha CoBera ot 12 rorm 2023 r. 3a Gatepunre ¥ HErofHuTe 3a
yrorpeba Gatepuu, 3a mamenernye Ha upekrusa 2008/98/EO u Pernament (EC) 2019/1020 u 3a orMsHa Ha [{upekTisa
2006/66/EO (OB L 191, 28.7.2023 r., c1p. 1).

34. Pernament (EC) 2024/1781 na Esponeiickus napnament u Ha Cosera or 13 rorm 2024 r. 3a ch3maBaHe Ha paMKa 3a
OTIpererisiHe Ha VM3MCKBAHMATA 33 €KONMPOCKTMPAHE 33 YCTOMUMBU MPOIYKTH, 3a m3MeHeHne Ha Hupektysa (EC) 2020/1828
u Permament (EC) 2023/1542 u 3a ormsHa Ha upektusa 2009/125/EO (OB L, 20241781, 28.6.2024 r.).

ELL http://data.curopa.eu/eli/reg/2025/2455/0j 4348
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ITPUTTO2KEHVIE IV

Ha6opu OT TAaHHU, KOUTO TPH6Ba a 61;1[;1'1‘ BKIIIOYEHM KBbM [JaTaTa Ha Cb3JaBaHE Ha o6maTa nnaTcl)opMa 3a
JTaHHU

Bcuuky TaHHM OTHOCHO XMMMKAIINTE OT HabOpUTe OT IAHHI, OCOYEHN B TabMiarTa no-foiy, ce BKIIIOYBAT B obuiata miardopma 3a
IaHHM B TPUIONMIIEH CPOK, cumtaHo oT 1 suyapu 2026 1. ToBa BKIIIOYBA NAaHHNMTE, KOMTO CE T€HEPMPAT WM TPENCTABAT IPeny
1 siyapu 2026 T., OCBEH aKO He € II0COYEHO IPYTO, KAKTO M TAHHNUTE, TOCOYECHI B CHOTBETCTBYE C UlleH 5, maparpad 2, KOUTo He ca
TpefocTaBeHy Ha OGLIECTBEHOCTTA ChINIACHO aKTa Ha Chbi03a HA TPOU3XOIL.

Ha60p OT OaHHN Onucanne HOCTaB‘{I/IK Ha TaHHU

Habopu or nanun 3ag JlaHHM OTHOCHO XMMMKAJIMTe, OOXBAHATU OT:
CIenyanyu3upanuTe yCIyTu

[PCHEM (unen 7) ToBa BKITFOUBA BCYKY JAHHM OTHOCHO XMMMKanute, | Kommenst
kouto ca Bkiodyenn B IPCHEM, ynpapnsisana or Komucusra, npemu
NpexBbpiIsiHeTO Ha onepauysita Ha ECHA.

Ha pedepeHTHN cTOiHOCTH Ha Komucnsra (anen 8) Tosa BKirouBa Arenumu
CIIEITHUTE JAHHMU:

a) perynaTopHu pepepeHTHI CTOMHOCTH, OPUIIMATHO PHUETH CHITIACHO
npasuyute akrose Ha Cbio3a, n30poeHn B mpuIoKeHme I;

0) HayuHM pedepeHTHM CTONHOCTH, HAJIMYHY B OPULMAIIHY
CTaHOBMIIA, M3TOTBEHM CBITIACHO ITpaBHUTE aKTOBe Ha Cbro3a,
usbpoern B npwioxkenue I, act 1; u

B) HayuHM pedepeHTHM CTOMHOCTH, IOCOUeHN B npuioxenue I,
NPOM3TUYALIM OT COTBETHUTE MPOLEYPHU, KOUTO Ca MPUKITIOUEHU
CJIel BIM3AHETO B CUIIA HA HACTOSILMS PerflaMeHT.

VIndopmaums 3a perynaTopHM IpOLecH OTHOCHO XuMuKaiute (wieH | OpraHu
10): ToBa BKITIOUBA CTIEAHATA MHYOPMALIAS:

a) MHGOpMALMs, CHIbPXKALIA CE B CHLIECTBYBALIMS UHCTPYMEHT 3a
KOOpAMHALMs Ha oOwectsenute aeitHocT Ha ECHA;

0) mHOpMALIVs 33 PEryTIATOPHU MPOLECH OTHOCHO XMMMKAIINTE,
HalM4HA Ype3 ChlieCcTByBawaTa yHuumatysa Ha EOBX 3a
TpeBpblIaHeTo My B 0TBOpeH oprad (Open EFSA); u

B) mpyra uapopMars, npenocraBeHa Ha EOBX B choTBeTCTBIUE C WieH
10

VIHpOpMaLMsT OTHOCHO 3aIbIIKEHMATA CBITIACHO MpaBHuTe aktoBe Ha | ECHA
Cpro3a B obnacrra Ha xummkanute (wied 13) Tosa BKiiouBa
MHPOPMALST OTHOCHO 3aIBIKEHNSTA ChIJIACHO IIPABHUTE aKTOBE HA
Cnbto3a, u3bpoenn B mpustokenue I, BKIIOUNTENHO HHPOpMALIN,
HaJIMYHa 4pe3 ChliecTByBaums MHCTpyMeHT Ha ECHA 3a ThpceHe Ha
3akoHomatesicTBo Ha EC B obrmacTra Ha XuMMKanure.

Xpauunmine Ha CTaHIAPTHY OPMATH ¥ KOHTPOIMPAHH peurnmi (uwieH | AreHu, Kommcns
14) ToBa BKITIOYBA CTAHAAPTHYU POPMATH M KOHTPOIMPAHU PEUHMIIN,
HAJIMYHU B ChOTBETCTBUE C ureH 14.

Perucrpaumu no Pernamenta REACH | Pernctpanvonsn nocuera, nogagenu cbriacHo msul II or Permament | ECHA
(EO) Ne 1907/2006.
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Habop or manun

Onucanne

HOCT&B‘{I/IK Ha TaHHU

CrvcpK 3a Knacuuanyst — Vudopmarms 3a KmacudukaumsaTa 1 eTMKeTHpaHeTo, npencraBea | ECHA
u ervkerupade 1o Pernamenra CLP B PETVCTPALMOHHNTE JocKeTa cbriiacHo sl II or Pernament (EO)
Ne 1907/2006 u 3a KOSTO € NONANEHO YBEIOMIICHUE ChITIACHO
msin V ot Pernament (EO) Ne 1272/2008; u
— Brcranyst 32 XapMOHM3MpaHa KITACUQUKALMS M CTUKETHPAHE OT
nputoxenve VI kpM Permament (EO) Ne 1272/2008.
3assnenus no Permamenta 3a — 3asBreHus 3a omoOpeHye MM MOTHOBSIBAHE HAa OTOOpeHNe Ha ECHA
OuotmmTe 3a oobpeHne aKTUBHM BeliecTsa B Ouoummu cbriacHo riasu 11 u Il ot Persament
1 IONHOBSIBAHE HA aKTMBHM BELIECTBA (EC) Ne 528/2012 u Hamurm B IUCLID; u
1 0000IIEHIST Ha XapaKTepUCTUKITE
S S — — OO0o0weHns1 Ha XapaKTEPUCTUKNUTE HAa OMOLMANTE, TIONANEHN OT
3agBuTeNMTE 33 paspemenne Ha Cbrosa cbracHo masa VIII or
Pernament (EC) Ne 528/2012 u ot 3aslBUTENUTE CHITIACHO
Pernament (EC) Ne 414/2013 n Harmmunn 8 [UCLID.
3asBnenns no [ypekTusata 3a 3asiBreHns 3a o0aBsiHe Ha HOBM BIMCBAHMSI M 33 M3MEHEHME I ECHA
nyTeliHaTa BONA 3a BKIIIOYBAHE HA | IIpeMaXBaHe Ha CHLIECTBYBALIM BIIMCBAHMS OT €BPOINEHCKIUTE
BELIECTBA B €BPOIENCKIUTE TIOJIOKMTENIHY CTIMCBIM Ha BEIECTBA B KOHTAKT C NUTelHaTa BOMA,
TIOJIOKMTENIHN CIIACHLN TOJIALICHN OT CTONAHCKM CyOEKTH MM OT ChOTBETHUTE OPraHHM ChITIACHO
wted 13 ot Oupextusa (EC) 2020/2184.
YBegomileHns 3a U3CIeaBaHus VIHpopMaLms 32 YBETOMITCHNMS 3a M3CTIEBAHMS CIEfl MOTABAHE HA ECHA, EOBX
CBOTBETHATA PEruCTpalys, 3asiBIIEHME WM APYTO CHOTBETHO
PErynaTopHO IOCHe M OLEHKA Ha BCUYKM VICKaHMS 33 MOBEPUTENTHOCT:
— or 6asara ganHn Ha ECHA 3a yBemoMIteHust 3a M3CIeABaHu,
NocoueHa B uieH 9 OT HaCTOSIIMS pernamMeHT; 1
— ot 6azata gauHy Ha EOBX, nocoueHa B wieH 326 ot Permament
(EO) Ne 178/2002, npenocrasena Ha ECHA B cporsercrsie ¢
wleH 9, maparpad 4 OT HACTOSIIMS PETTIAMEHT.
basza paHHM 3a XMMMYECKM basara nannn Ha EOBX 3a omacHocTute, CBbp3aHM C XMMMKAIH, EOBX
omacHoctit (OpenFoodTox) B KOSITO ca ChOpaHN B CTpyKTypupaH ¢opmar oueHkute Ha EOBX 3a
PUCKOBeTe, CBbP3aHM C XMMUKAIIM, BKIIOYUTETHO XMMUUECKM
MIEHTU(UKATOPY, KPUTUYHN KPANHI TOUKM, TOKCUKOJIOIMYHN
pedepeHTHI CTOMHOCTH M MeTalmaHHu oT pesyntarute Ha EOBX.
HaHHM OT MOHMTOPUMHIA Ha HaxHu OT MOHMTOpPMHIA Ha xuMukamu Ha EOBX ('), obxsawarm EOBX

XVMMKAJINTE

MHOKECTBO PeINIaMeHTV B paMKuUTe Ha KomieTeHTHocT Ha EOBX
U BKJTIOYBAILL:

JaHHM OT MOHUTOPMHIA Ha XVMUKAJIUTE 3a NECTULMON M OCTaThLUN
OT BETEPUHAPHM JIEKAPCTBEHN IIPOOYKTM M HAHHM 3a
3aMBbPCUTETINTE;

VHIVMBYIYalIHY M3MEPBAHMS HAa XUMUKAIIN B XPaHu/dypaxu
¥ OPYIY MaTepuainy, B3eT KaTo IpoOM B paMKUTe HA MIEIHOCTH IO
oduuMareH KOHTPOIT 1 TPAaBOIpHUIIAraHe;

M3MEpBaHMA Ha XVIMUKAJIUTE B XpaHUTE U (l)ypa)KI/ITC, Nnojry4eHn ot
NIPOMUIIICHOCTTA; U

JApyru U3TOYHMIM B OTTOBOP Ha MCKaHE 3a HAaHHN.

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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Xpanurenna epura

HocueTa Ha 3asiBIICHNS 33 XPAaHUTENHA BEPUTa, CHIbPKALI TaHHN
OTHOCHO XVMMVKAIINTE, NOJAeHN Ype3 IIaTdopMaTa 3a eJeKTPOHHO
TOJIaBaHe Ha 3asBJICHNSL 34 XPAHUTENHA BEPUTa OT 3asBUTEIN

B PasINUHMU NPOAYKTOBM OOIACTH, PEryIMpaHy ChITIACHO PersiameHT
(EO) Ne 1831/2003, Periament (EO) Ne 1935/2004, Pernamenrt (EO)
Ne 1924/2006 u Pernament (EC) 2015/2283, n Hanmuunu

B CTPYKTypupaHu GpopmaTi.

EOBX

3asBnenus corimacio PITP3

Hocuera, nomanenu ot 3asButenure cbrinacHo Permament (EO)

Ne 1107/2009 oTHOCHO IycKaHETO Ha Ia3apa Ha MPOLYKTH 3a
pacTUTeNTHA 3alINTa, BKITIOUMUTEITHO aKTUBHOTO BELIECTBO, MAKCUMAITHO
JIONCTMMUTE TPAaHNUIY Ha OCTATHUHM BEWIECTBA M OCHOBHUTE BUIIOBETE
nomasauus, u Harmmuau B [UCLID.

EOBX

KauectBo Ha BB3IyXa

HaHHI/I OTHOCHO Ka4e€CTBOTO Ha Bb3[yXa OT Pa3IMYHN M3TOUHMLY,
BKITIOUUTEITHO:

— JIMHaMMYHM pENoBE Ha M3MEPBAHUA OT eBpOl’leﬁCKaTa Mpexa 3a
MOHUTOPMHI Ha Kau€CTBOTO Ha Bb3[yXa; U

CTaTMCTMUECKV NAHHM 32 3aMBbPCUTENINTE HA Bb3IYXa, V3UMCTIEHN
Bb3 OCHOBA HA OQUIIMAITHO MPOBEPEHNU NAHHM IO TbPKaBH,
cvOpann cbriacHo [Mupekrusa (EC) 2024/2881, Ho 6e3 na ce
BKITIOuBA CbxpamsiaHata or EAOC nHOpMAList B [IOUTH peartHo
BpEMe OTHOCHO KauecTBOTO Ha BB3IyXa U CBbP3AHUTE C HETO
IIPOIYKTU OT JaHHM, Hanp. MHIeKca 3a KauecTBOTO Ha Bh3[yXa.

EAOC

Baza manan Waterbase — KauecTBo
Ha BojaTa

JMHaM1YHM pelioBe Ha KOHLEHTPALMM Ha XPAaHUTEIIHY BELIECTBA,
OpraHMYHM BEIECTBA, ONACHM BEWECTBA M APYTM XUMMUKAIIA B PEK,
e3epa, MOI3eMHI BOIM, NPEXONHY, KPaitOpexRHM ¥ MOPCKY BOMH,
[OKJIafBaHM B ChOTBETCTBIE Chc CIMChKa 32 HabMIoneHne Ha
XUMMKAJII B IOBbPXHOCTHUTE BOmM chbriacko Hupekrusa 2000/60/EO
(ompemensau cpuio kato WISE-6).

EAOC

Baza manuu Waterbase — emmcun

[MHAMMYHN PeTOBE HA eMUCUIM HA XPAHWUTEIIHY BELIECTBA Y OIACHI
BLICCTBA BbB BOJATA, OKIATBAHM 33 TOMMIIHOTO HATOBAPBAHE HA
peKuTe B PEXOIHM, KPAitOPERHIM 1 MOPCKH BOIM CBITACHO [IMpeKTHBa
2000/60/EO (onpenensiau cbimo karo WISE-1).

EAOC

Emumcun ot NpOMMIITIEHOCTTA

HaHHM OTHOCHO XMMMKA/IUTe BbB BPb3KA C M3MYCKAHMATA, IPEHOCA

U eMMCUMTE HA PerylupaHy 3aMbpCUTeNN, JOKJIaIBaHM OT IbpKaBuTe
uleHKM B EBpOIEiCKIMs perncThbp 3a M3IYCKaHEeTO ¥ IpeHoca Ha
ambpcuter cbriacHo Permament (EO) Ne 166/2006 u [Iupekrusa
2010/75/EC.

EAOC

/nBeHTapu3anya Ha eMUCUUTE 110
Hupekmnpara 3a HTE

HaHHY OTHOCHO eMMUCHIUTE Ha 3aMbPCUTEIIM Ha Bb3IYXa, HOKITAIBAHU OT
IIbpKaBUTE WICHKM ChriacHo Impextusa (EC) 20162284
¥ CBIBPKAIIY Ce B MHBEHTAPU3AIMATA HA eMUCHMTE.

EAOC

TlaHHM 3a JIeKapCTBEHU MPOIYKTH 3a
XyMaHHa yrotpe6a BbB BPb3Ka C
OLICHKATa Ha PICKA 32 OKOJIHATA
cpefa M HeKIMHUYHUTE JaHHY 33
0e30MacHOCT

OleHKa Ha PUCKA 32 OKOIIHATA CPEa M HEKIIMHMYHM [AHHM 32
0€30I1aCHOCT OT 3asIBIIEHIs 33 M3[ABAHE HA PaspelleHs 33 THPIOBUS C
JIEKapCTBEHM TPOIYKTH 33 XyMaHHA ymnoTpeba ChIacHo [lmpekTusa
2001/83/EO u Permament (EO) Ne 726/2004. Tosa BKirOuBa
€IMHCTBEHO JAHHM 33 AKTHBHWUTE BEWIECTBA, MOHameHn 1o EMA

B KOHTEKCTA Ha CbOTBETHUTE MPOLELYPH, KOUTO Ca IPUKITIOUEHNM CIIeN]
BIIM3AHETO B CUJIA HA HACTOSLIMS PEITlaMeHT.

EMA
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Ilanum 3a BCTCPMHAPHM JICKApCTBEHN
MPOOYKTN BBB BPb3Ka C OLIEHKATa Ha
pucka 3a OKOJIHaTa Cpena

M MaKCMMAJIHO JOITyCTUMUTE
IrpaHuLM Ha OCTaTbUHU BEILECTBA

HaHHM OT OLEHKATa HA PYCKA 3a OKOJIHATa Cpella, MaKCUMAallHU
TPaHNYHM CTOHOCTU Ha ocTaTbyHM Bemiecta (MITOB) u maHHM OT
ouenkara Ha MIITOB ot 3asiBreHus 3a u3aBaHe Ha paspelleHus 3a
TBHPIOBUSL C BETEPUHAPHY JIEKAPCTBEHY MPOIYKTU ChITIACHO PermamenTt
(EC) 2019/6 u Pernament (EO) Ne 470/2009. Tosa BKITiouBa
e[IMHCTBEHO JIAHHM 3a aKTVMBHUTE BelUecTBa, nomamgenu 1o EMA

B KOHTEKCTa Ha ChOTBETHUTE IPOLENYPY, KOMTO Ca NPUKITIOUEHY CIIE]L
BIIM3aHETO B CMJIA HA HACTOALMS PErNIaMEHT.

EMA

()  Cobupane Ha maHHK: MOHMTOPUHT Ha XuMmukam EOBX.

ELL http://data.curopa.eu/eli/reg/2025/2455/0j
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BG OB L, 12.12.2025 r.

ITPUTTOKEHVE V

IIpaBuu akToBe Ha Cbro3a, MocoueHu B wieHose 11 u 27

Besiko nosoBaBaHe Ha M30pOEHUTE B HACTOSIILIOTO TPUITOZKeHMe MpaBHy akTose Ha Chio3a ce pa3dupa KaTo Mo30BaBaHe Ha TAHHMUTE 3a
XVIMUKAIUTe B U3IENNS WM IPOLYKTH, KOUTO Ce TeHepUpaT Wil MPECTaBAT KAaTo YacT OT U3IBIIHEHMETO Ha ChOTBETHYS IIPaBeH aKT
Ha Cblo3a.

1. Permament (EC) 2017/745 na Eponeitckust maprameHt 1 Ha CbseTa or 5 anpuin 2017 r. 3a MeIMUMHCKMTE M3IeNus, 3a
uameHerne Ha [upextusa 2001/83/EO, Permament (EO) Ne 178/2002 u Permament (EO) Ne 1223/2009 u 3a otMsHa Ha
mupextusn 90/385/EMO u 93/42[EVO na Coeera (OB L 117, 5.5.2017 r., ctp. 1).

2. Hupektusa 2008/98/EO Ha Epponeiickust maprnameHT 1 Ha Cbsera ot 19 Hoemspy 2008 I. OTHOCHO OTMAIBLINTE I 32 OTMSIHA Ha
onpeneneny nupektusyu (OB L 312, 22.11.2008 r., c1p. 3).

3. Permament (EC) 2024/1781 na Esporeiickust naprnament u Ha Cpera oT 13 rorn 2024 1. 3a ch3IaBaHe Ha PaMKa 3a OMpETIeIisiHe
Ha M3MCKBAHVSITA 3 €KOMPOEKTIPAHE 38 YCTONUMBI MPOAYKTH, 3 y3MeHeHve Ha [Tupektusa (EC) 2020/1828 u Pernament (EC)
20231542 u 3a ormsHa Ha Mupektusa 2009/125/EO (OB L, 2024/1781, 28.6.2024 1.).
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