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OETTETMPAHA IUPEKTUBA (EC) 2022/284 HA KOMUCUATA
or 16 nekemBpu 2021 roguHa

32 U3MeHeHMe, C 1eN NPUBEXIaHe B CbOTBETCTBUE C HAYYHO-TEXHMUECKMsI HAPEI'bK, Ha npunoxenue 111

kM [upextusa 2011/65/EC na EBponeiickus nmapnameHnT 1 Ha CbBeTa [10 OTHOLIEHNE Ha 0CBOOOXKIaBaHe

OT OrpaHMYEHMETO 32 yNOTpedaTa Ha KUBAK B IBYLOKDBIIHY JIMHEHHN IyMUHECHEHTHN JTAMITN 3a LieTIUTe
Ha 00110TO OCBeT/IeHMe

(Tekcr ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS],

Karo B3e npensuy [lorosopa 3a $yHKIMOHMpPaHeTo Ha EBpomnerickis chio3,

xato B3e npensun Iupekrnsa 2011/65/EC Ha Espornerickust mapiaMent v Ha Cbsera 0T 8 1oHy 2011 r. OTHOCHO OrpaHNYEHNETO 3a
ynotpe6ata Ha OmpefieNieH! ONACHM BEUIECTBA B €JIEKTPUUECKOTO M ENeKTPOHHOTO obopymsaHe (), M IO-CIELMANHO 4ileH 5,
naparpad 1, Gyksa 0) or Hes,

KaTo MmMa Ipensum, ve:

(1)

()
0

B IMupextusa 2011/65/EC ce u3mcKBa IbpKaBuTe WICHKY [1a TAPAHTUPAT, Y€ eNIEKTPUUECKOTO U eJIEKTPOHHOTO 00OPY/BAHE,
KOETO € IMYCHATO Ha I1a3apa, He ChIbPXKA OMACHMUTE BellecTBa, M3bpoeHy B mpwioxerne Il KbM chluata mmpekTyBa. Tosa
VM3UCKBAHE He ce IpUsIara 3a 0ocBoOONeHNTe MPUIOXKeHNs, n3bpoeHu B npunoxenue [l KbM MOcOUeHATa AMPEKTHUBA.

Kateropuure enexkTpuuecko 1 eNeKTPOHHO obopymBaHe, 3a Kouto ce mpuara Hupekrnsa 2011/65/EC, ca n3bpoenn B
npunoxenye I KbM ChlIaTa MMPEKTHBA.

KMBaKbT € OrpaHMUEHO BELIECTBO, BKITIOUEHO B nipmtoxkenue [T koM [Tupektusa 2011/65/EC.

C Pewenne 2010/571/EC () Komucusta mpemocrasy, Hapem C IPyroto, ocBoOOXMaBaHe 3a ymorpe0ara Ha XMBAK B
[IBYLIOKBITHI JIVHEHM JyMUHECLIEHTHI JTaMIIA 3a LeJuTe Ha 00IIOTO OcBeTIeHue (,0cBOGOXKIABAHETO®), KOETO IOHACTOSILIEM
€ MOCOYeHO Kato ocBoboxmaaue 2 a) 1), 2 a) 2), 2 a) 3), 2 a) 4) u 2 a) 5) B npunoxenne 111 kM Hupekryea 2011/65/EC.
Ocsoboxmnasanero Tpsbsaue ga usrede Ha 21 o 2016 1. B CbOTBETCTBHUE C WiieH 5, naparpad 2, Bropa anuHes, OykBsa a) OT
I0COYEHATA AMPEKTUBA.

KMBaK®bT ce U3Mosn3ea B HOBYLOKBITHUTE JIMHEHY JIYMUHECHEHTHM JIaMIIN 3a LETNTE Ha 06H.IOTO OCBETJICHME 3a IOJTy4aBaHE Ha
YNTpaBUOJIETOBA CBETIIMHA, KOATO CIIEM TOBA CE€ NPEBPbILA BbB BIIVIMA CBETIIVIHA OT ]'[yMI/[HO(])OpHOTO [OKpUTHE Ha JlaMIIaTa.

Ha 19 nexempn 2014 r. n Ha 15 styapu 2015 . Komucusita nosyuy e MCKaHMs 3a OIHOBSIBAHE HAa OCBOOOXKIABAHETO
(wMCcKaHMSITA 32 [OTHOBSIBAHE"), KOETO € B PAMKMTE Ha CPOKa, ONpefeneH B uneH 5, naparpad 5 ot dupekrusa 2011/65/EC,
KaTO €HOTO OT TsiX Gellle aKTyaM3MpPaHo ¢ MOIHOBeHO uckane Ha 20 stHyapu 2020 r. B choTBeTCTBUE € WieH 5, naparpad
5, Bropa a;muHest ot [upektusa 2011/65/EC ocBoGoxmaBaHeTo MpombkaBa a Oboe BalMOHO JO B3eMAHETO HA peLIcHMe
TI0 MICKAHETO 3a IOAHOBABAHE.

HpI/I OIICHKAaTa Ha MICKaHMATA 3a IOOHOBABAHE, IIPU KOATO 0s1xa B3eTH NpenBuI HaMMYMETO Ha 3aMECTUTENN M COLMATIHO-
MKOHOMMYECKOTO Bb3HEICTBME Ha 3aMECTBAHETO, C€ CTUTHA MO 3aKJIIOUEHMETO, Y€ BEUE Ca Ha PA3IOIIOKEHME NOCTAaTBYHO
HaOeKIHU 3aMECTUTEIIN Ge3 XuBaK 3a BUIOBETE JIAMIIN, 00XBaHaTH OT OCBO60}KHaBaHCTO, " Ue€ 3aMECTBAHETO HaA XKJBAaKa B
TE3N JIaMIIN € OCHILIECTBMMO OT Hay4yHa M TEXHNYECKaA ITIEHA TOUYKa. OcBeH TOBa B OlIEHKATa C€ CTUra 10 3aKITIOUEHNETO, Ye
IOJI3NTE OT 3aMECTBAHETO KATETOPMUHO ILIE MPEBNIIABAT BCAKO OTPULATETTHO BB3IEICTBHE.

OuenkaTa Ha MCKaHMATA 3a NONHOBABAHE BKIIIOYBALIE MPOBEXIAHETO HAa KOHCYNTAUMM ChC 3aMHTEPECOBAHMTE CTPaHM B
CHOTBETCTBHE C wiieH 5, maparpad 7 ot Hupekrusa 2011/65/EC. Tlonyuenute o BpeMe Ha Te3y KOHCYNTALMI KOMEHTapy
0sixa HarpaBeHy OOLIECTBEHO OCTOSHME Ha CIIeLyaseH yeOcaitr.

OBL174,1.7.2011 ., cp. 88.

Pewenye 2010/571/EC Ha Komucusita ot 24 cenremspyu 2010 T. 3a M3MeHeHMe C LeN NPUBEKIAHE B CbOTBETCTBUE C HAYYHO-TEXHUYECKMUS
mporpec Ha npuroxernero kbM [upekrusa 2002/95/EO Ha Epomeitckust maprmament u Ha CbBeTa IO OTHOMIEHNE HA MOIMYCKAHETO IO
M3KITIOUEHNME Ha yroTpebaTa Ha OJI0BO, KMBAK, KA[IMII, LIECTBATICHTEH XPOM, TONMOpoMupaHy 6udeHIIM 1 NoMOpoMupany audeHumnerepu
(OBL 251, 25.9.2010 r., cTp. 28).
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(9)  Twit kato ycnosmsita, mocoueHn B uieH 5, maparpad 1, 6yksa a) or Hupekrusa 2011/65/EC, Beue He ca M3ITBIHEHH,
VICKAHETO 3a [IOIHOBSIBAHE CIIeMBa [1a ObIe OTXBbpieHo. CPOKOBeTe Ha BAMIHOCT Ha TOBA OCBOOOXIABAHE CiieaBa fa Obaar
OIIpefesieHN B CHOTBETCTBHE C WIeH 5, maparpad 6 OT 0coueHaTa [IMPeKTHBA.

(10) Tlopamu Toa [upextisa 20116 5/EC crenpa ma 6blie ChOTBETHO M3MEHEHa,

[TPVE HACTOSLLIATA JVPEKTUBA:

Unen 1

Mpuroxenye I kuM Iupextisa 2011/65/EC ce u3MmeHst B CbOTBETCTBIE C IPUIOKEHNMETO KbM HACTOSILATA TUPEKTUBA.

Ynen 2
1.  IspxaBure WieHKM mpuemar u myOnmmkysar He Io-kKbcHO OT 30 cemremspyu 2022 I. 3aKOHOBMTE, MOI3aKOHOBUTE U
aJIMMHICTPATUBHUTE pasnopenOy, HeoOXOmMMM, 3a Ia ce choOpa3sT ¢ HACTOsWATA HMpekTHBa. Te He3abaBHO ChOOWIABAT Ha
KomucnsiTa TekcTa Ha Te3yt pasropenon.

Te nputarar Te3u pasnopen6u ot 1 okromspy 2022 T.

Korato abp2raBuTe WIeHKN MPUEMAT Te3¥ Pasnopenon, B TX ce ChIbpKa [T030BABAHE HA HACTOSIIIATA IMPEKTHBA MIIM TO CE M3BBPILIBA
Tpy OQULMAITHOTO UM IlyONMKYBaHe. YCITOBUSITA U PEIBT Ha [I030BABAHE C€ ONPENENIST OT AbpKABUTE UIICHKM.

2. JIppxKaBute 4ieHKM CboOLaBaT Ha KoMucusTa TeKCTa Ha OCHOBHNUTE pasnopenOy OT HALMOHATIHOTO 3aKOHONATENICTBO, KOUTO
Te TIpMeMar B 00IacTTa, ypeeHa ¢ HACTOSILIATA TMPEKTHBA.

UYnen 3
Hacrosimara ampekTyBa BiM3a B CUIIa Ha IBAfeCeTVst IeH CIef IeHs Ha myOmvikyBaHeTo it B O¢uyuanen secmHur Ha Eeponeiicrug
Co103.

Unen 4

AnpecaTy Ha HaCTOAIIATA TUPEKTUBA Ca HbPXKABUTE YIIEHKM.

CpcraBeno B bprokcen Ha 16 nekemspn 2021 ronma.

3a Komucuama
ITpedcedamen
Ursula VON DER LEYEN
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I1PMTTIOKEHUE

B npustoxere I koM Iupextusa 2011/6 5/EC BrmcBanms 2 a), 2 a) 1), 2 a) 2), 2 a) 3), 2 a) 4) u 2 a) 5) ce 3aMEHSAT ChC CIIETHOTO:

OcsobozkaBaHe OGXBAT ¥ [aTH HA TpUIIaraHe

w2, a) Kupaxk B ABYLOKDBITHUA JIVIHEeTHU JIYMUHECUEHTHM JIaMIIN 3a LETINTE Ha 06IIIOTO
OCBeTIIeHNE, KOWTO He npesniasa (Ha HaMHa)Z

2,a),1) TpusieHTOB TyMIHOGOp C HOPMATTHA IPOIBIIKMUTENHOCT Ha eKCIutoatawyisi u | Vatiua Ha 24 despyapu 2023 r.
muamerbp Ha Tpbbara < 9 mm (Hanpumep T2): 4 mg

2,a),2) TpureHTOB TyMUHOGOP C HOPMATTHA IPOTBIIKMUTEITHOCT Ha eKcrutoaramys 1 | M3rmua Ha 24 asrycr 2023 1.
IMaMeTsp Ha Tpb0ata > 9 mm u < 17 mm (Hanpumep T5): 3 mg

2, a), 3) Tpunentos HyMI/IHO(l)Op C HOpMaJIHa NPOIBIIKMUTEITHOCT Ha eKCIIoaTalys 1 V3tnua Ha 24 asrycr 2023 1.
IMaMeTbp Ha Tpbbata > 17 mm u < 28 mm (sanpumep T8): 3,5 mg

2,a), 4) TpureHTOB IyMUHO(OP C HOPMAITHA IPONBIKUTEIHOCT Ha eKCIUIoaTaws 1 | Maruua Ha 24 despyapu 2023 1.
IMaMeTsp Ha Tpbbata > 28 mm (Hampumep T12): 3,5 mg

2,a), 5) TpusieHTOB ITyMUHOQOP C IOJIIMA IPOIBIKUTENHOCT Ha eKCIioatamys (= 25 | Matnya Ha 24 depyapu 2023 1.
000 waca): 5 mg.
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