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PELIEHME 3A V3ITBJIHEHME (EC) 2015/1873 HA CbBETA
ot 8 oktoMBpu 2015 roguHa

32 mOIIaraHe Ha BewlecrTBata 4-Merwi-5-(4-Merwidgenmn)-4,5-muxunpookcason-2-amun (4,4'-DMAR) u
1-uuknoxekcun-4-(1,2-nudenumernn)nunepasun (MT-45) Ha MepKu 32 KOHTPOT

CBBETHT HA EBPOTIEMCKUSI CBIO3,
Kato B3e mpensun [Joropopa 3a PyHKLMOHMpaHeTO Ha EBpomesicKus Cbio3,

xaro B3e npenpuy Pewenne 2005/387[1IBP Ha Cobaera or 10 Mait 2005 1. 0THOCHO 0OMeHa Ha MHPOpPMALLS, OLEHKATa Ha PUCKa
¥ KOHTPOIIA BbPXY HOBIUTE IICMXOAKTUBHY BeluecTsa ('), M Mo-crienuaHo wieH 8, naparpad 3 ot Hero,

KaTo B3e MPEIBUI NpeNniokKeHneTo Ha EBpomneiickata Komucns,
KaTo B3¢ IIpelByIL CTAHOBMLIETO Ha EBpomnejickus naprnameHr,
KaTo MMa NpeNBuII, ve:

(1) B cporBerctBue ¢ uneH 6 or Pemenne 2005/387[1IBP Ha creumanHa cecist Ha pa3UIMPEHMsl HAaydeH KOMMTET Ha
EBporeiickus LeHTHP 32 MOHMTOPMHI Ha HapkoTuum u HapkoMmanum (ELIMHH) Gewre m3rotBen mokmam 3a OleHKa Ha
PUCKa OTHOCHO HOBOTO NICHXOAKTVMBHO BEIIECTBO 4-MeTuIl-5-(4-Metundennn)-4, 5-nuxumpookcason-2-amut (4,4’-DMAR),
KoiiTo BrocrescTeue Gere mpeacrased Ha Komucusita u Ha CobBera Ha 19 cenrremspu 2014 .

(2) BemectBoto 4,4’-DMAR e CMHTeTMYHO 3aMeCTEHO IpPOM3BOIHO HAa OKca3oimyMHA. To e NpOM3BOIHO HAa aMMHOpEKca U
4-metmnammuHopekca (4-MAR), 1Ba CMHTeTMYHM CTMMYyTIaHTa, KOHTponyupanu cpriacHo Konsermmsra Ha OOH or 1971 r.
3a IICUXOTPOIIHUTE BELIECTBA.

(3)  BewecrBoto 4,4'-DMAR ce npemnara Ha nasapa Ha Hapkotuuy B Cblo3a moHe or nmekemspu 2012 r., Kato 3a Hero e
IIOKJIa[IBAHO Upe3 CYUCTeMaTa 3a PaHHO IpemynpexieHne npes3 gekemspu 2012 1. [lepeT mbpxasy WIEHKM ca [OKIIBaIIN
3 CIlyuay Ha OTKPUBAHETO MY B Pe3yIITaT Ha KOHQUCKALMM, Hail-Beue MOJ GopMaTa Ha OsT My LBeTeH Ipax u Tabretky,
KaKTO M B OMONOTMYHY ¥ JPYTH B3ETH MPOOH.

(4) Bemectsoto 4,4'-DMAR ce mosiBy Ha Iasapa Ha HOBM ICMXOAKTMBHM BEIIECTBA KATO ,XMMMKAI 33 HAayYHOM3CIIEOBA-
TENCKY LeNnu“, MPoNaBaH OT THPIOBLM HA NPeOHO MO MHTEpHET, M NOHACTOSINEM Ce MpeMiara Ha ymuuHus nasap. To ce
IIpoHaBa M KOHCYMMPa KaTO CaMOCTOATENIHO BEUIECTBO, HO Ha HE3aKOHHMSA Ma3ap € NPOIaBaHO, BKIIIOUMTENHO KaTo €
TPEJICTABSHO 3a €KCTa3n 1 aMQeTaMuHuL.

(5) B Tpm mppxaBy uneHKM mMa maHHM 3a 31 cMbpTHM ciyuas, cebp3anu ¢ 4,4'-DMAR, B mepuopa rorn 2013 r. — 1oHn
2014 r. B noseuero ciyyan BerectBoto 4,4'-DMAR e npuuvHMo cMbpTTa MM MMa BEPOSITHOCT 1 € HONMPUHECIIO 3a
CMBpTTa B KOMOMHAILMSL C [pyrM BewlecTsa. B efHAa [bpXaBa WiICHKA € PEIMCTPUPAH CIIy4ail Ha HECMbPTOHOCHA
VIHTOKCHKALIMA.

(6) U3crenBanmst 32 TOKCMYHOCTTA Ha BelecTBOTO 4,4’ -DMAR HsMa.

(7) Hsiva maHHM 3a TOBa KOJKO € pasnpocrpareHa ynorpebara Ha 4,4'-DMAR. Hamnunara uudopmamst obade mopckassa, ue
BEIIECTBOTO HE € LIMPOKO m3nomssaHo. OT mH$OpMAuMsTa 33 CMBPTHHUTE CIy4an JIMYM CBIIO TaKa, ue MoTpeOmrenure ca
koucymmpamu 4,4’-DMAR, 0e3 1a 3HasT TOBA, THPCEIKM IPYTH CTUMYIIAHTHL.

(8)  YuacTmero Ha OpraHM3MpaHaTa IMPECTBIIHOCT B IPOM3BOLCTBOTO, PA3NPOCTPaHEHMETo, TpadyuKa ¥ MOCTABKATa Ha
4,4'-DMAR B pamxure Ha Cblo3a e OrpaHuueHo. XMMMuecKuTe IPEKypcopM M HAuMHUTE 3a CUHTE3, M3MOJ3BAHM 3a
npoussoncTsotTo Ha 4,4'-DMAR, He ca u3BecTHu.

(9) Bemrectsoto 4,4’-DMAR He e cpef nmopIexaimre Ha KOHTPOI BellecTsa, ocoueHu B Enuunarta KoHseHums Ha OOH or
1961 r. mo ymorisammre BemectBa, Huto B KompeHumara Ha OOH or 1971 1. 3a NCUXOTPONMHMUTE BeEIUECTBA.
TToHacTosIEM TO He € MpeIMeT Ha OLEHKA, KaTo HMTO € OWIo oueHsBaHO OT cuctemara Ha OOH, HMTO ce mpemByKma
M3BBPIIBAHETO HA MOOOHA OLICHKA.

(10) Hswma ycraHoBeHa M IPM3HATA XYMAaHHA JJIM BeTepUHAPHA MEIMIMHCKA yrIoTpeba Ha BewiectBoto 4,4’-DMAR B Chro3a.
C u3KiioueHne Ha ynotpebata My B aHATMTUYHM PedepeHTHM MaTepuaiy, KaKTo U B HAyUHOM3CIETOBATENCKaTa AEiHOCT,
M3CIIeNBAllA HErOBUTEe XMMUYHM, PapMaKONOIMYHM M TOKCHKOJIOTMYHM CBOVICTBA, HSIMA JAHHM BEIIECTBOTO 1 Ce M3IMON3BA
3a IIPyTU LENN.

() OBL127,20.5.2005., cTp. 32.



20.10.2015 . Oduumanen BecTHUK Ha EBporeiickus cbio3 L 275/33

(11) B poxmanma 3a OLEHKa Ha PUCKA Ce MOCOYBA, ye HayyHure NaHHM 3a 4,4’-DMAR ca orpaHuueHM ¥ ce M3TBHKBA, 4e Ca
HEOOXO[MMM [IONBITHUTEIHM M3CIENBAHMS 33 ONpEHelsHe Ha 3[PaBHUTE M COLMASIHUTE PUCKOBE, CBBP3AHM C HETO.
BbIipeky TOBa HAa/IMUHMTE KbM MOMEHTA JAHHM M MHOPMALMS [1aBAT NOCTATHYHO OCHOBAHME 33 BBBEXKIAHETO HA MEPKM
3a KOHTpon cupsivo BemectoTo 4,4'-DMAR Ha Tepuropusra Ha Cbro3a. [lopamy pyckoseTe 3a 31paBeTo, CBBP3aHM C
ynorpebara Ha 4,4'-DMAR 1 [OKyMEHTMpAHM C OTKPMBAHETO My IIPM HSKOJKO CMBPTHH CIlydas, Iopamy (akra, ue
noTpeOUTeNNTe MOTAT [ T0 KOHCYMMpaT, O3 [a 3HAST 3a TOBA, KAKTO M IOPAjM JIMICATA HA MEOMIMHCKA CTOMHOCT Ha
TOCOYEHOTO BELIECTBO CJlefBa 1a ObIaT BbBEeHM MEpPKH 3a KOHTpor Ha 4,4'-DMAR.

(12) Kato ce mMa IpenBuy, 4e TPU IbpKaBM WieHKM KOHTporupar 4,4'-DMAR cbINacHO HaUMOHAIHOTO CY 3aKOHOHATENICTBO
B CHOTBETCTBME CbC 3agbIKeHMsATa, Npouatuyaum ot Konsenumsara Ha OOH or 1971 r. 3a ICcUXOTpOIHMTE BelIeCTBa, a
IeT ObpXKaBM WIEHKM W3ION3BAT IPYIM 3aKOHOHNATEIIHM MEPKM 33 KOHTpPOINI BbPXY HErO, NMOMJIATAHETO Ha MOCOYEHOTO
BCLIECTBO HAa MEPKM 3a KOHTPON Ha Tepurtopusra Ha Chroza OM IONpMHECTO fa ce u30erHe MosBaTa Ha MPEYKU MPU
TPAHCTPAHMYHOTO CHTPYHHMYECTBO B OONMACTTa Ha MPABONPMIATAHETO M B ChieOHaTa oOmacT m O CIOMOTHANO 3a
TIpefIa3BaHe OT PUCKOBETE, KOUTO TPEMIaraHeTo U ymorpebara My OMxa MOITIM [1a Ch3IAMAT.

(13) B crotserctBue ¢ wieH 6, naparpa¢u 2, 3 u 4 or Pemenne 2005/387TIBP Ha crenmanHa cecust Ha pasUIMPEHNst HayueH
komurer Ha ELIMHH Oeme m3roTBeH MOKTam 3a OLEHKA HA pPUCKA OTHOCHO HOBOTO IICMXOAKTMBHO BEIIECTBO
1-umkrnoxekcm-4-(1,2-mudernnernm)munepasu (MT-45), Koifto BriociencTeye Oele mpencraBeH Ha Kommcumsra u Ha
CoBera Ha 6 oktoMBpy 2014 T.

(14) BemecrBoto MT-45 e N,N'-mu3amecTeH nurepasuH, ¢ LMKIOXCKCAHOB NPBCTEH, CBbP3aH C €IVMH OT a30THUTE aTOMM Ha
TIATIEPA3UHOBUS TIPBCTeH, M 1,2-mudeHnTeTnIoBa 4act, CBbp3aHa ¢ OPYTUs a3oTeH atoM. Bemecrsoro MT-45 e emvH ot
TOpEIMIATA AHATITETHIM Ha OCHOBaTa Ha 1-(1,2-mmdeHnnernn)mumnepasut, u3o0peTeHN B Hayanoto Ha 70-Te TOMMHM Ha
XX Bek.

(15) MT-45 ce npemnara Ha nazapa Ha Hapkotuiy B Cbio3a 0T okTomMBpy 2013 I. 1 ce mponasa KaTo ,XMMMKAN 33 HAyYHOM3C-
JIeNoBaTeNICKY Lenn”, Hail-eue 1o uurepHer. ELIMHH e mmentuduumpan 12 yebcaiita Ha MOCTABUMIM M THPIOBLY HA
npebHO B MHTepHeT, npemiaramy MT-45 3a mponax6a, KaTo HSIKOM OT TSIX M3IJIEXKIA ca ycTaHOBeHU B ChrO3a.

(16) Enna mppxkaBa uieHKa e JOKIamBajia 3a o0wo 28 CMbPTHM CIIydasi, HACTHIIUIM B Mepuona Mexiy Hoemspu 2013 1. u
1o 2014 1. B moseuero ciyuan Hamumero Ha MT-45 B Guonormunm npobu e mOTBbpHEeHO aHamuTiuHO. Cbiara
[IbpKaBa WICHKA € JOK/IamBana 1 3a Omm3o 18 ciayuas Ha HeCMbPTOHOCHA MHTOKCMKALWAS, IPM KOMTO KIIMHUYHUTE
cUMITOMM Cca Ouiy MOgO6HY Ha MHTOKCUKALWS C ONMOMAN, MIONABALIA Ce B HAKOM CITyYay Ha JIeUeHNe C aHTaroHMCTa Ha
OIVOUIHUTE PELIENTOPY HAJIOKCOH.

(1 7) C'LIHCCTByBaT HAKOJIKO M3CIIENBaHMA BbPXY 2KMBOTHM, IIOKa3BalllM, Y€ OCTpaTa TOKCUYHOCT Ha BEILECTBOTO MT-45 e
HAKOJIKO ITBTU ITO-BMCOKA OT Ta3M Ha MOp(])I/lHa.

(18) Hammunara KbM HacTOSIIMSI MOMeHT MHOpMAlws I[OHCKa3Ba, ue Bewiecrsoro MT-45 He e LIMPOKO WU3NO3BAHO.
VI3rmexna, ye BELIECTBOTO Ce V3ION3BA Hall-uecTO B TOMALIHY YCIIOBUS OT HOTPeOMTENIM, KOUTO XeMasT Ja OIMATaT HOBU
BEIIECTBA, WM OT 3aBUCHMM KbM ONMOMHM MOTpeOmrenyu Ge3 MOCTBII JO XEPOMH WM APyrM omuouan. Vsmonssarmre
BelrectBor0 MT-45 Morar a ro KOMOMHMPAT C IPYrM NCHXOAKTMBHM BellecTBa. Hsma HaimuHa MHQOpMALMst OTHOCHO
COLMAJIHUTE PUCKOBE, CBbp3aHu ¢ MT-45.

(1 9) Hsma nokazarencrsa 3a y4JacTe Ha OpraHuMsyMpaHaTa NPECTBIHOCT B IPOMU3BOLOCTBOTO, PAa3NPOCTPAHEHMETO, Tpa(l)]/lKa "
nocraBkata Ha MT-45 B paMKUTE Ha Cpro3a. XUMUYECKUTE NPEKypCcoOpy 1 HAUMHUTE 3a CUMHTE3, U3IOJI3BAHN 3a IPOU3BOI-
CTBOTO Ha OTKPUTOTO B IbPKABUTE UIIEHKN BEILIECTBO MT—45, HE Ca M3BECTHHU.

(20)  BemectBoto MT-45 He e cpem MHOMIeXalMTe Ha KOHTPOIN BelIeCTBA, MocoyeHM B EmyHHata KoHBeHums Ha OOH or
1961 r. mo ymorisammre BemectBa, Huto B KompeHumara Ha OOH or 1971 1. 3a NCUXOTPONMHMUTE BeEILECTBA.
ToHacTosileM TO He € MpeIMET Ha OLEHKa, KaTo HUTO € Omio oleHsBaHo or cucremata Ha OOH, HUTO ce mpemBuxia
M3BBPIIBAHETO HA MOTOOHA OLICHKA.

(21) Hsama ycraHOBeHa Wy IPM3HATA XyMAaHHA WM BeTepUHAPHA MeNMUMHCKA ynotpeba Ha BeurectBoTo MT-45 B Cnbioza. C
M3KJTIOYEeHMe Ha yrorpebara My B aHATMTUYHM pedpepeHTHM MaTepuai, KaKTO M B Hay4HOM3CIIENOBATEIICKATA JEIHOCT,
M3CIIeNBALA HETOBUTE XUMUYHY, PapMAKONIOIMYHN M TOKCHKOJIOTMYHY CBOFICTBA, HsIMA JAHHU BEIIECTBOTO 1a CE M3MON3Ba
3a JIpyTy LeN.

(22) B pmokmama 3a OlleHKa Ha PUCKA Ce TIOCOYBA, Ye HAYYHWUTE NAHHY 3a BelecTBOTO MT-45 ca orpaHuyeHM U ce M3THKBA, 4e
ca HeOOXOIMMM IOITbIIHUTENHM WM3CIEIBAHMS 3a OINpeleNsHe Ha 3OPABHMTE M COLMAIHUTE PUCKOBE, CBBP3AHM C HETO.
Bolipeku TOBa HAa/IMYHMTE KbM MOMEHTA JAaHHM M MHOPMALMS [ABAT HOCTATHYHO OCHOBAHME 33 BBBEXIAHETO HA MEPKM
32 KOHTpON CHpAMO BemectsoTo MT-45 Ha Tteputopusra Ha Cblosa. Ilopagm puckoseTe 3a 3[paBeTo, CBBHP3aHM C
ynotpe6ata My ¥ IOKYMEHTMPAHM C OTKPUBAHETO My IIpY HSKOJKO CMBPTHM CJy4asi, KaKTO ¥ IOpajy JIMICATA Ha
MEJIMIIMHCKA CTOMHOCT Ha [IOCOYEHOTO BEIIECTBO CIIeMBA [1a OBIAT BhBENEHN MEPKM 33 KOHTPOJ Ha BewiecTBoto MT-45.
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(23) Kato ce mma mpemum, Ye elHAa IbpKaBa uieHKa KOHTpormpa MT-45 ChINaCHO HALMOHAIIHOTO CY 3aKOHOJATENICTBO B
CBOTBETCTBME CbC 3aIbIIKEHMAT, npousTiyay oT Enmnuata konsenums Ha OOH or 1961 r. no ynorisammre BeulecTsa
u ot Konsenumsita Ha OOH or 1971 r. 3a NCUXOTPOIHUTE BEIECTBA, a CEIEM ObpKaBM UIEHKV M3MOJI3BAT OPYIU 3aKOHO-
IaTeJIHY MEPKY 3a KOHTPOII BbPXY HETO, IOMIaraHeTo Ha II0COYEHOTO BEIECTBO HA MEPKM 3a KOHTPOI Ha TEPUTOPUATA Ha
Cproza 6u [OTMPMHECTIO A ce M30erHe MOSBATA HA IPEYKM MPYM TPAHCTPAHMYHOTO CHTPYIHMYECTBO B OONACTTa Ha
IIPaBONPUIIATAHETO ¥ B ChleOHATa 06MACT M OM CIIOMOTHATIO 3a TpEIa3sBaHe OT PUCKOBETE, KOMTO MPEMTATaHeTo 1
ynotpe6ara My Ouxa MOTTIM [Ia Ch3[IAIIAT.

(24)  C Pemenye 2005/387TIBP Ha CbBeTa ce NMPENOCTABAT M3ITHIHUTEIIHM MPABOMOLIMS C LieN Ha paBHuMileto Ha Chbio3a Mia ce
ocurypu 6bp3a 1 OCHOBaHA Ha eKCIEPTHM CTAHOBMIIA peakiysi Ha MOSBATA HA HOBY ICUXOAKTMBHI BELIECTBA, YCTAHOBEHN
1 [OKNaiBaHM OT [bpXKaBuTe UNIEHKM, upe3 MOMJaraHe Ha Te3y BelleCTBA Ha MEPKM 3a KOHTPON Ha TepuTOpMSTa Ha
Cwroza. Tl KaTo ycroBusATa M MpoLEypaTa 3a YHPaxKHABAHETO Ha Te3M MBITBIHMTENIHM IIPABOMOLIMS Ca M3ITbIIHEHM,
creiBa 1a Oblle MPUETO pellieHMe 3a M3MbIHEHMe ¢ wen BemecrBata 4,4’ -DMAR u MT-45 na 6bmar mocraBeHy IOM
KOHTpOIT Ha Teputopusta Ha Chroza.

(25) [Hanms e o6bp3ana ot Pemrerve 2005/387/IIBP u nopamm ToBa yyacTBa B IPMEMAHETO M IPWIATaHETO HA HACTOSLIOTO
pelleHye, KOETO ce OTHACS 3a M3IbIIHEHMeTo Ha Pemenye 2005/387TIBP.

(26) Vpnaugmst e obbpsana or Pemennme 2005/387[TIBP u mopagm TOBa yyacTBa B IpPMEMAHETO ¥ MPUIIATAHETO Ha
HACTOSILIOTO PELIeHNe, KOETO Ce OTHACS 3a M3IbIHeHneTo Ha Pemenne 2005/387 TIBP.

(27)  ObenuueHoTO Kpanctso He e oOBbp3aro or Pemenye 2005/387[1IBP u mopamy TOBa He yd4acTBa B NPUEMAHETO Ha
HACTOSILIOTO pellleHNe, KOETO Ce OTHACsl 3a M3MbIHeHneTo Ha Pemerne 2005/387TIBP, u He e 06BbP3aHO OT HETO, HUTO
OT HErOBOTO IIpMUIIAraHe,

[TPUE HACTOALLIOTO PELLIEHME:

Unen 1
BoBexkmaT ce MepKy 3a KOHTPON Ha Teputopusita Ha Chro3a 1O OTHOLICHNME Ha CIEIHMTE HOBY IICMXOAKTUBHY BELIECTBA:
a) 4-mermn-5-(4-Merundennn)-4, 5-IMxuApPooKcason-2-amut (4,4’ -DMAR);
0) 1-umknoxekcmi-4-(1,2-mudernnernm)mumnepasut (MT-45).

Ynen 2

Ho 21 oxromspy 2016 r. IbpKaBUTe UIEHKM B3eMAT HeOOXOOMMUTE MEPKM B CHOTBETCTBME ChC CBOETO HALMOHAJIHO IIPaBo, 3a Aa
TNOJVIOKAT HOBUTE NMCUXOAKTMBHYM BEUIECTBA, NIOCOYEHM B ulleH 1, Ha MepKuTe 3a KOHTPOJN ¥ HaKa3aTeJTHONpaBHUTE CaHKIMM,
TIpEABUIEHN B HALMOHATIHOTO MM 3aKOHOMATENCTBO MO CMIIaTa Ha 3aIb/IKEHMATa MM, NPOM3THYamy OT EMMHHATAa KOHBEHUMS Ha
OOH or 1961 r. no ynoitsaumre Bewectsa u/umm ot Konseruusra Ha OOH or 1971 . 3a ICUXOTPONHNTE BELIeCTBa.

UYnen 3
Hacrosioro pelense Bi3a B cwiia B eHs ciielt mybnvkysanero my B Oduyuanen secmuur na Esponeiicrus caro3.

Hacrosimoro pemeHne ce npuiara B CbOTBETCTBME C TOTOBOPUTE.

Cncraseno B JTrokcemOypr Ha 8 okromspy 2015 ropuHa.

3a Cesema
IIpedcedamen
J. ASSELBORN
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