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HOETTETMPAHA IUPEKTUBA (EC) 2022/282 HA KOMUCUATA
or 13 pekemBpu 2021 roguHa

32 U3MeHeHMe, C 1eN NPUBEXIaHe B CbOTBETCTBUE C HAYYHO-TEXHMUECKMsI HAPEI'bK, Ha npunoxenue 111
kM [upextusa 2011/65/EC na EBponeiickus napnamenT 1 Ha CbBeTa [10 OTHOLIEHNE Ha 0CBOOOXKIaBaHe
OT OrpaHMUEeHMETO 32 yNoTpebaTa Ha KMBAK B HEIMHEITHY TAMIM C TPUIIEHTOB TyMHHOPOP

(Tekcr ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS],
Kato B3e mpemui [1oroBopa 3a pyHKIMOHMPAHETO Ha EBporieiicKus chios,

xato B3e npensun Iupekrnsa 2011/65/EC Ha Esporerickust mapraMent v Ha Cbsera 0T 8 1oHu 2011 r. OTHOCHO OrpaHMYEHNETO 3a
yroTpe0aTa Ha ONpeleNieH! ONACHM BELIeCTBA B €TIeKTPHUYECKOTO M eIeKTPOHHOTO obopymsawe ('), ¥ IO-CIELMAIHO WieH 5,
naparpa¢ 1, Oyksa a) ot Hes,

KaTo MmMa 1npenasun, ve:

(1) B [Oupekrusa 2011/65/EC ce n3mckBa qbpKaBUTe YIEHKM Ja TAPAHTUPAT, Ue eJIEKTPUUECKOTO U eIEKTPOHHOTO 000pyBaHe,
KOETO € MYCHATO Ha I1a3apa, He ChIbPXKA OMACHMUTE BelecTBa, M3bpoeHy B mpwioxkerne Il KbM chiata mmpekTyBa. Tosa
M3MCKBAHE He Ce IpuiIara 3a ocBoOOmeHMTe MPIIOXKeHNs, n30poeHu B npunoxenne [ kbM MocoueHaTa AMPEKTHBA.

(2)  Kareropumre eneKTpPMUECKO M €NEKTPOHHO 00OpyMBaHe, 3a Kouto ce npwiara [Mupektusa 2011/65/EC, ca u3bpoern B
IpunoxeHye | KbM ChIaTa TUPEKTHBA.

(3)  2KuBak®bT e OrpaHMUYEHO BELIECTBO, BKITIoUeHO B mpurioxenye I kbm Mupektisa 2011/65/EC.

(4)  C Pemenue 2010/571/EC (*) Komucusira mpegocrasu, Hapel ¢ APYroTo, ocBoOOXmaBaHe 3a ymoTpebata Ha XMBAK B
HEJTMHEITHY NTaMITN C TPUIIEHTOB JIyMUHO(OP € AMaMersp Ha Tpbbara > 17 mm (nampumep T9) (,0cB060KIaBaHeTO"), KOETO
TIOHACTOSILIEM € TIOCOUEHO KaTo ocBobokasare 2 6) 3) B nputoxkerue I11 koM [Mupektusa 2011/65/EC. OcoboxnaBaneto
Tpsibaue na msreve Ha 21 tomm 2016 r. B chOTBeTCTBME C uieH 5, maparpad 2, BTopa anmmeest, 6yKBa a) OT [OCOUYEHATA
IMPeKTUBA.

(5)  2KuBax®bT ce M3MON3BA B HENMHEIHUTE JIAMIIN C TPUIIEHTOB JIyMMHOGOP 3a [IOJTy4aBaHe Ha yITPABUOJIETOBA CBETIINHA, KOSITO
CITefl TOBA Ce TPEBPbIIA BbB BUMMMA CBET/IMHA OT TyMUHOGOPHOTO MOKPUTHE HA JammaTa. ChCTABbT Ha IOKPUTHETO, KOITO
BKJIIOUBA KMBAK, OIpENeNis LiBeTa Ha CBETIIMHATA M LIBETONpeaBaHeTo.

(6)  Ha 19 nexemspu 2014 r. n Ha 15 steryapu 2015 r. Komucusita momyun fise MCKaHNs 38 IOQHOBSIBaHE Ha 0CBOOOXKIABAHETO
(wMCKaHMSITA 3a [IOTHOBSIBAHE"), KOETO € B PAMKMTE Ha CPOKa, ONpefencH B uieH 5, naparpad 5 ot dupekrnsa 2011/65/EC,
KAaTO €[HOTO OT TsX Oelle aKTyaJM3MpaHO C JONbIHUTENHA MHGopMaLust npes siHyapy 2020 r. B cboTBeTcTBME € UileH 5,
naparpad 5 or Hupekrusa 2011/65/EC ocBoboxkmaBareTo mpofbiKasa ga Gbie BATMIHO IO B3EMAHETO HA PelIeHHe 10
JICKAHETO 3a [I0AHOBSABAHE.

(7)  Tlpu oleHKaTa Ha MCKAHETO 3a IOIHOBSBAHe, IIPU KOATO Osixa B3eTV NPEMBUIN HATMYMETO HA 3aMECTUTENM U COLMAIIHO-
VIKOHOMMYECKOTO BB3[IENCTBE HA 3aMECTBAHETO, Ce CTUTHA HO 3aKIIIOYEHMETO, Ye 3aMECTBAHETO MM NPEMAaxXBaHETO Ha
KMBaKa B CHOTBETHMTE IIPUIIOKEHNS [OHACTOAILEM € TEXHMUECKM HEOChIECTBUMO. B OLieHKaTa ce 3aKioyaBa ChILIO Taka, ye
IPAaHNMIATA 33 KOHLEHTPALMATA HAa XMBAK B KATeTOpMMTE JIAMIM, OOXBaHATM OT TOBA OCBOOOXIaBaHe, MOXe fa Obme
HamaneHa or 15 mg na 10 mg nHa namnma. OneHKaTa BKIIOUBALIE KOHCYNTALMM ChC 3aUHTEPECOBAHMUTE CTPaHM B
CHOTBETCTBHUE C wiieH 5, maparpad 7 ot Hupekrusa 2011/65/EC. Tlonyuennte o BpeMe Ha Te3y KOHCYNTALMI KOMEHTapy
0sixa HarpaBeHy OOLIECTBEHO IOCTOSIHME Ha CIIelyaseH yeOcaitr.

() OBL174,1.7.2011 ., ctp. 88.

(*) Pewenue 2010/571/EC Ha Komucusta ot 24 centemspy 2010 r. 3a u3MeHeHMe C Liell NIPUBEKIAHE B ChOTBETCTBHE C HAYYHO-TEXHUUECKMS
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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(8)  OcBoboxnasauero e B chotBetcTBME ¢ Pernament (EO) Ne 1907/2006 Ha Esponesickust maprnament 1 Ha ChBera (°) u opaam
TOBA HE HAMAJIsBa CTENEHTA Ha ONa3BaHe Ha OKOJIHATA Cpella M 3[PaBeTo, OCUTYpeHa C Hero.

(9)  Tlopamu ToBa e ueTechoOPa3HO Ha ce MPENOCTaBy MOJHOBSIBAHE Ha OCBOOOXKNIABAHETO, C MpepasIiiefaHa (GOpPMyIMpPOBKa,
pasKpuBalLa OTPaHMUEHNS My OOXBAT, 32 MAKCHMaJIeH CPOK OT TPY TONMHM B CHOTBETCTBUE C WieH 5, maparpad 2, mbpsa
anuHest ot Hupektysa 2011/65/EC, 3a ma ce cp0epat olue JaHHM BbB BPb3Ka C HAIMUMETO HA 3AMECTUTENN 33 KOHKPETHNUTE
BIIOBE JTaMIy, 0OXBaHATH OT OcBOOOXKMmaBaHeTo. B cporsercrsue ¢ wien 5, maparpad 6 or Hupekrusa 2011/65/EC 3a
HACTOSLIOTO OcBoOOKIaBaHe 2 6) 3) cremsa 1a ce ONpeHeNy 1aTa Ha M3TUYAHEe HAa CPOKa My, Kosito e cen 12 Mecena. C
OINIell Ha Pe3yNTaTUTe, KOMTO [1aBaT HACTOSIUMTE YCHIMS 33 HaMMpaHe Ha HaleXMOeH 3aMecTUTell, € MajKO BEPOSTHO
IPOIBIIKUTEIHOCTTA Ha 0CBOOOXKIABAHETO 1A ¥Ma HeOJAroNpUsITHI [IOCIEIVLM 33 MHOBALMNTE.

(10) Tlopamu ToBa [Iupextusa 2011/65/EC crensa ma 6bae ChOTBETHO M3MEHEHa,
[TPUE HACTOAILIATA JMPEKTUBA:

Unen 1

TMpuroxenye I kuM Oupextisa 2011/65/EC ce u3MeHs B CbOTBETCTBYE C IPUIOKEHNMETO KbM HACTOSILATA TMPEKTUBA.

Ynen 2

1.  [IspxaBure WieHKM NpuemaT u myOnmmkyBar He mo-kKbcHO OT 30 cemremspyu 2022 I. 3aKOHOBMTE, MOI3aKOHOBUTE ¥
aIMMHVCTPAaTUBHNUTE pa3niopen6y, HeoOXommmi, 3a ma ce CboOpasarT ¢ Hacrosumara mupektusa. Te He3abaBHO cbhoOLIABAT Ha
KomucnsiTa TekcTa Ha Te3yt pasropenon.

Te npunarar Tesu pasnopen6u ot 1 oktomspu 2022 T.

Korato abp2raBuTe UeHKN PUEMAT Te3i Pasnopenon, B TIX ce ChIbpKa [T030BABAHE HA HACTOSIIIATA IMPEKTHBA MIIM TO CE M3BBPILIBA
Tpy OQULMAITHOTO UM IlyOIMKYBaHe. YCITOBUSITA U PEIBT Ha [I030BABAHE C€ ONPENENISIT OT bpIKABIUTE UIIEHKM.

2. [IppxaBute uneHKy chobuasar Ha Komycnsra TekcTa Ha OCHOBHMTE pasnopenOy OT HALIMOHATIHOTO 3aKOHOHATENICTBO, KOUTO
Te IIpMeMar B 06NaCTTa, ypeeHa ¢ HACTOSLIATA TMPEKTHBA.

Unen 3
Hacrosimara ampeKTyBa BiM3a B CUJIa Ha [BAfeCeTVs NeH CTIef eHs Ha MyONyKyBaHeTo i B O(puu,ua/zeu secmHur Ha Eeponeiicrug
CBH03.

Unen 4

AnpecaTyt Ha HaCTOSALIATA IMPEKTUBA Ca IbPKABUTE UTICHKMU.
CpcraBeno B bprokcen Ha 13 pekemspu 2021 ronma.

3a Komucuama
IIpedcedamen
Ursula VON DER LEYEN

() Pernament (EO) Ne 1907/2006 na Esponeiickust maprmament u Ha Cbsera or 18 mexemBpyu 2006 I. OTHOCHO PErMCTpALsTa, OLEHKATA,
paspelaBaHeTo U orpaHnyaBaHeto Ha xumukanu (REACH), 3a cp3maBaHe Ha EBpomericKa areHIys 1o XMMMUKaIM, 3a u3MeHeHue Ha [IpeKTyBa
1999/45/EO u 3a ormsiHa Ha Pernament (EMO) Ne 793/93 Ha Cobeera u Pernament (EO) Ne 1488/94 Ha Komucusra, Kakto 1 Ha [{upeKTyBa
76/769/EVO Ha CoBera n ampektusu 91/155/EMO, 93/67[EMO, 93/105/EO n 2000/21/EO na Komucusra (OB L 396, 30.12.2006 .,
crp. 1).
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I1PMTTIOKEHUE

B npustoxerue I1I koM [Iupextnsa 20116 5/EC Brmcsare 2 6) 3) ce 3aMeHs ChC CIIEIHOTO:

OcBoboxnaBade

OO6xBaT 1 maTy Ha IpUIIaTaHe

,2,0), 3)

HenuHeitHu naMmnu ¢ TPUIIEHTOB JIyMMHO(OP U MMAMeETbp Ha TpbOaTa
> 17 mm (Hanpumep T9): 15 mg

V3tnua Ha 24 ¢gespyapu 2023 r.;
paspelleHo e u3non3panero Ha 10 mg Ha
nammna ot 25 despyapu 2023 r. o

24 ¢espyapu 2025 1.
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