TABJINIA 3A CBOTBETCTBHE

Henerupana JIupextusa (EC) 2022/274 na Komucusita ot 13 nekemspu 2021
roAMHA 32 H3MEHeHHe, C IeJl NpUBeXkKIaHe B ChOTBETCTBHE C HAY4YHO-
TeXHUYeCKHMs HanpeIbK, Ha npujoxenue III koM JIupexkTusa 2011/65/EC Ha
EBponerickus napjamMeHnT 1 Ha ChbBeTa 110 OTHOLIEHHE HA 0CBOOOKIaBaHe OT
OrpaHMYEHHETO 3a ynorpefara HAa KHBAK B JYMMHECHEHTHH JIAMIH ChC
CTy/JeH KaTo/J M B IyMHHEeCIEHTHH JIAMIIH ¢ BLHIIHH eJICKTPO/H 32 CIIeLHATHI
ueau (OB, L 43/25, 24.02.2022 r.)

IIpoexT Ha 3anoBex Ne PJI - 289/27.05.2016 r., u3menena
U gombjHeHa cbe 3amoen Ne PJI - 147/28.02.2017 r.,
3anosex Ne PJI — 611/11.09.2017 r., 3anosex Ne PJI -
224/23.04.2018 r., 3anosex Ne PJ[ - 401/22.05.2019 r.,
3anosen Ne PJI — 145/14.02.2020 r., 3anosex Ne P/ —
467/23.06.2020 r., 3anosex Ne PJI - 633/17.06.2021 r. u
3anoBen Ne PJI - 55/18.01.2022 r. Ha MUHHCTBpPa Ha
0KOJIHATA cpea U BOJAUTE

CroTBeTCcTBHE

Unen 1
[punoxenne III xpMm HupextuBa 2011/65/EC ce m3MeHS B CBOTBETCTBHE C
MIPWJIOKEHNETO KbM HACTOAIIATA JUPEKTUBA.

He ce Tpancnonupa

Yuren 2

1. JIpprkaBuTE WICHKH pHEMaT M MyOJUKyBaT He 0-KbcHO oT 30 cenremBpu 2022
I. 3aKOHOBHTE, IT0JI3aKOHOBHUTE M aIMHHUCTPATUBHUTE Pa3opea0on, HEOOXOAUMH,
3a 1a ce cpoOpaszsiT ¢ HacTosmara jaupekthBa. Te He3abaBHO chOOLIABAT Ha
KomucusTta TekcTa Ha Te3H pa3nopeaou.

Te npunarat Te3u pazmopendu ot 1 okromBpu 2022 roanHa.

Korato nppkaBuTe WICHKH IpUeMaT Te3W pasnopendu, B TAX ce ChAbpKa
[I030BaBaHe HA HACTOSAIIATA TUPEKTHUBA UIIH TO C€ N3BBPIIBA IPH OPUIIHATHOTO UM
myOsMMKyBaHe. YCIOBHATA W PeIbT Ha MO30BaBaHE CE ONPENENAT OT JbpKaBHTE
YJICHKU.

Hacrostata 3anosen ce npunara ot 1 okromBpu 2022 r. no
OTHOILICHHE Ha:

-T.3; 3, a); 3,0); 3, B) oT [Ipunoxenne Ne 1, B ChOTBETCTBUE
ChC CpOKa, MOCOYeH B wi. 2, maparpad 1 or Jlenerupana
nupektuBa (EC) 2022/274;

I. B uacrra ,,Hapexnam* ce cb31aBaT TOYKH T. 63 - 74:
,03. enerupana lupexkrusa (EC) 2022/274 na Komucusra
or 13 pexemBpu 2021 roauHa 3a H3MEHEHUE, C LEN
MpPUBEXKJaHE B CHOTBETCTBHE C HAYYHO-TCXHUICCKHS
Hanpensk, Ha npmiroxkerue 111 kem dupextusa 2011/65/EC
Ha EBporetickus mapiamedT u Ha ChBeTa 1o OTHOIICHUE Ha
0CBOOOXKJaBaHE OT OTPaHUYCHHUETO 32 yImoTpedaTa Ha KUBAK
B JIYMHUHECUEHTHH JIAaMIIM CBC CTYIE€H KaTog H B
JIYMUHECIICHTHH JIAMITH C BEHITHY €JIEKTPOJIN 32 CTICIIUATTHH
uenu (OB, L 43/25, 24.02.2022 1.).

He ce Tpancnonupa

IInano

IIsano




2. Z[’bp)l(aBI/ITe YJIICHKHU C’L06IlIaBaT Ha Komucusata TekcTa Ha OCHOBHHTE
pa3r10pez[6n OT HAMOHAJIHOTO 3aKOHOAATCJICTBO, KOUTO TC IMpUCMAT B 06J'IaCTTa,
ype€acHa ¢ HacTodllaTa JUPECKTHUBA.

He ce Tpancnonupa

Yien 3
Hacrosmara aumpekTHBa BinM3a B CHJIa Ha J[BaJECeTUs] JEH cJel JCHA Ha
myOnukyBaHeto u B OdununaneH BecTHUK Ha EBponeickus Cpro3.

He ce Tpancnonupa

Yien 4
AzipecaTy Ha HACTOSIIATA IUPEKTHBA Ca AbPKABUTE WICHKH.

He ce Tpancnonupa

HNPUJIIOKEHUE II. B IIpuioxenune Ne 1 ce npasar cjegnure udMenenust | Ilbano
B npunoxenne Il kpm dupextuBa 2011/65/EC BrmcBanus 3, 3 a), 3 6) u 3 B) ce | M 10NMbJIHEHHS:
3aMEHST ChC CIETHOTO!
OcBoGoxIaBane OGXBAT ¥ 1aTH HA MPHIATaHe 5. Touku 3; 3, a); 3, 0); 3, B) ce 3aMEHAT ChC CJIETHOTO:
a.) Touka 3, B koJioHa ,,OcBoOo:k1aBaHe“: ,)KuBak B
.3  [KuBak B TyMUHECUEHTHH JIaMITH ChC JYMUAHECIICHTHH JIAMIIM ChC CTYAGH KaTog U B
CTyJIEH KaTOJ ¥ B JIYMUHECLICHTHU JIyMUHECIIEHTHU JiamMnii ¢ BbHIIHM enekTpoaun (CCFL u
mammu ¢ BpHIIHYN enekTponu (CCFL u EEFL) 3a cienmanau nenu, usnonzBanu B EEO, mycrato Ha
EEFL) 3a crienuaiHy e, H3I0I3BaHN nazapa npeau 24 gespyapu 2022 1., KOWTO He IpeBUIIaBa (Ha
B EEO, nycHaro Ha na3zapa npeau namra):
24 deBpyapu 2022 T., KOHTO HE 0.) Touka 3, a), B kojoHa ,,OcBoOo:KTaBaHe”: ,, Maka
MpeBUIIIaBa (HA JIaMIIa): neiokuHa (< 500 mm): 3,5 mg”, a B koJioHa ,,QO0XBAT U 1aTH
Ha npuaarane®: ,M3ruua Ha 24 gespyapu 2025 ..
< .
3, a) [Manka gemkuaa (< 500 mm): 3,5 mg M3Traa Ha 24 deBpyapu 2025 T. B.) Touka 3, 6), B KonoHa ,OcBoGoATaBane™: ,Cpeana
3, 6) (Cpenna qgpmkuHa (>500 mm n <1 500  |[M3Tnua Ha 24 despyapu 2025 T. aeokuEa (> 500 mm u < 1500 mm): 5 mg*, a B KojioHa
mm): 5 mg »OO0XBaT U 1aTH Ha mpuJjarane: , J3ruya Ha 24 pespyapu
2025 1.
3, B) [Comsma apiokuHa (> 1 500 mm): M3Trva Ha 24 deBpyapu 2025 1. r.) Touka 3, B), B KooHa ,OcBoGoKIaBane: ,[omsma
13 mg neokuHa (> 1 500 mm): 13 mg*, a B kosnoHa ,,O0XBaT U AaTH
Ha npuaarane®: , V3ruua Ha 24 depyapu 2025 1.
Heaerupana Iupextusa (EC) 2022/275 na Komucusra or 13 gexkemspu 2021 | IIpoexTt Ha 3anosex Ne PJI - 289/27.05.2016 r., uzmenena | CboTBeTCTBHE

roAMHA 32 HW3MEHEHHe, C IeJl NPUBeKIaHe B ChOTBETCTBHE C HAY4YHO-
TeXHHYeCKHs HanpeIbK, Ha npuioxenue III koM JupexkTusa 2011/65/EC na
EBponerickust napiamMeHnT 1 Ha ChbBeTa N0 OTHOLIEHHE HA 0CBOOOKIaBaHe OT
OrpaHMYeHHeTOo 32 YNOoTpedaTa HA )KMBAK B APYTH HATPHEBH JIaMIHU ¢ BHCOKO
HaJIAraHe (JIaMIM ¢ HATPHEBH NMAapH) 3a HeJauTe Ha 0010To ocBeTieHue (OB, L
43/29, 24.02.2022 r.).

U JonbjHeHa cbe 3amoBen Ne P/ - 147/28.02.2017 r.,
3anosenq Ne PJI — 611/11.09.2017 r., 3anoBen Ne PJI -
224/23.04.2018 r., 3anmoBex Ne P/ - 401/22.05.2019 r.,
3anoBenq Ne PJI — 145/14.02.2020 r., 3anosex Ne P/ —
467/23.06.2020 r., 3anoBex Ne PJI - 633/17.06.2021 r. u
3anoBex Ne PJI - 55/18.01.2022 r. Ha MHMHHCTBpPa Ha
OKOJIHATA Cpela U BOAUTE




Unen 1
[Mpunoxenne III kM JupextuBa 2011/65/EC ce u3MeHS B CHOTBETCTBUE C
MIPUII0KEHUETO KbM HACTOSIIATa JUPEKTUBA.

He ce Tpancnonupa

Yien 2

1. /Ipp>kaBUTE WICHKH IPHEMAT M MyOJIMKyBaT He T0-KbcHO oT 30 cenremBpu 2022
I. 3aKOHOBHTE, IT0JI3aKOHOBHUTE M aJMMHUCTPATHBHUTE Pa3ropenon, HeoOX0IuMH,
3a 7a ce choOpas3siT ¢ HacTosmara jaupekThBa. Te He3abaBHO chOOLIaBAT Ha
Komncusra TekcTa Ha T€31 pa3nopendH.

Te npunarat Te3u pasznopenou ot 1 okromepu 2022 ronuHa.

Korato ABPIKABUTC HYICHKU HOpUeMaT TE3U pa3n0pez[61/1, B TIX CC CbAbpPiKa
MO30BABAHC HA HACTOAILATa JUPCKTHBA UJIN TO CC U3BBPIIBA IIPHU OCI)I/ILII/IEU'IHOTO M
Hy6J'II/IKyBaHe. VcnoBusara u PCABT HAa MO30BaBAHC CC OIPEACIIAT OT AbPIKABUTE
YJICHKHU.

2. [IbpxaBuTe uneHKH cboOmaBar Ha Komucusta TeKkCcTa Ha OCHOBHHTE
pasnopendu OT HAI[MOHATHOTO 3aKOHOJATEICTBO, KOUTO T€ MpHeMaT B 00JacTTa,
ypelleHa ¢ HacTosIaTa JUPEKTUBA.

Hacrosimata 3anoBes ce npuiara ot 1 okromspu 2022 r. no
OTHOILICHHE Ha:

-T.4,B); 4, 8B) — [; 4, B) — [l u 4, B) — III ot IIpunoxenue Ne
1, B ChOTBETCTBHE ChC CPOKa, MOCOUCH B wi. 2, maparpad 1
ot Jlenerupana nupextusa (EC) 2022/275;

|. B yactra ,,Hapexnam“ ce cb3maBaT TOYKH T. 63 - 74:
,04. lenerupana upextusa (EC) 2022/275 na Komucusra
or 13 pexemBpu 2021 roauHa 3a H3MEHEHHE, C L€
MPUBEXKIaHE B CHOTBETCTBHE C HAYYHO-TCXHUICCKHS
Hanpenbk, Ha npwioxenue 11 kem Tupextua 2011/65/EC
Ha EBporneiickus napnamenT U Ha ChBeTa [0 OTHOIIEHHE Ha
0CBOOOKIaBaHE OT OIPAaHHUYCHHUETO 3a yIoTpebdaTa Ha KUBAK
B JPYT'HM HAaTPUEBHU JIAMIIA C BHUCOKO HaisAraHe (JaMmu C
HATPHEBH Mapu) 3a meaute Ha obmoro oceerienue (OB, L
43/29,24.02.2022 1.)..

He ce Tpancnonupa

J16%4:0)

IInano

He ce Tpancnonupa

Yien 3
Hacrosimata pgupexkTuBa BiIu3a B CUIa Ha JBaJeceTHs JAEH CleA JEHs Ha
ny6skyBaHero 1 B Oduimanen BecTHUK Ha EBponielicKust Chio3.

He ce Tpancnonupa

Yjen 4
A)IpecaTI/I Ha HacTos1iaTa llI/IpeKTI/IBa ca 211)p>1<aBnTe YJICHKU.

He ce Tpancnonnpa

MNPUJIOKEHHUE
B mpunoxenne 11l kem Jupextua 2011/65/EC BrucBanus 4 B),48) -1, 4B) -1l u
4 B) - III ce 3aMeHSAT ChC CIETHOTO:

I1. B IIpuioxenne Ne 1 ce mpaBsAT cjeAHUTE U3MEHEHUS
U AO0I'bJIHCHUSA

IIsano




OcBo0o:x1aBaHe OO0xBaT u 1aTH Ha
npuJjarate
,,4, B) PKuBak B Ipyru HaTpUEBU JAMIIU C
BHCOKO HaJIsITaHe (JIaMITH ¢
HATPHEBH MapH) 3a [ENUTE Ha
00III0TO OCBETIEHHE, KOHTO HE
MIpeBHUIIaBa (Ha TOpENKa):
4,B) - | P <155 W: 20 mg M3trua Ha 24 dpeBpyapu
2027 r.
4,B) - I 155 W <P <405 W:25mg M3Traa Ha 24 deBpyapu
2027 r.
4,8) - 11l |P>405W: 25 mg M3trua Ha 24 despyapu
2027 1.

8. Touku 4, B); 4, B) — I; 4, B) — Il u 4, B) — III ce 3amenar
ChC CICAHOTO:

a.) Touka 4, B), B konoHa ,,OcBoOoxnaBane®: ,KuBak B
JIPYTH HATPUCBU JIAMIIM C BHCOKO HalsAraHe (JIaMmu C
HATPUCBH MApH) 32 IIEJUTE HA OOMIOTO OCBETIICHUE, KOUTO HE
IIpeBUIIaBa (Ha ropenka): .

0.) Touka 4, B) — I, B kommona ,,OcBoboxxgaBane: ,,P < 155 W:
20 mg®, a B kooHa ,,O0XBaT 1 JaTH Ha puiarade’: ,,I3tnaa
Ha 24 deBpyapu 2027 1.

B.) Touka 4, B) — II, B konoHa ,,OcBoOoXxmaBane™: ,,155 W <
P < 405 W: 25 mg“, a B xomoHa ,,O0XBaT W 1maTH Ha
npunarade”: ,,3tuua Ha 24 ¢epyapu 2027 r.“.

r.) Touka 4, B) — 111, B xonoHa ,,OcBoboxnasane™: ,,P > 405
W: 25 mg*“, a B xonona ,,O0XBaT U AaTu Ha TpuiaraH€e:
,»/3Tnua Ha 24 ¢espyapu 2027 ..

Henerupana JIupextuna (EC) 2022/276 na Komucusra ot 13 nexkemspu 2021
rofiMHa 3a M3MeHeHHe, C Ile1 NMpPHUBEXXKAAHe B CbOTBETCTBHE C HAYYHO-
TeXHH4YeCKHs Hanpeabk, Ha npuio:xkenue I kem JdupexTuBa 2011/65/EC na
EBponeiickus napjaMmenT 1 Ha CbBeTa N0 OTHOLLIEHUE HA 0CBO0OOKIaBaHe OT
OrpaHUYeHUeTO 3a ynorpedara HA KUBAK B €AHOUOKBJHU (KOMIAKTHH)
JIYMUHECUHEHTHH JIaMIIM 3a LeJuTe Ha o0moro ocserienue (OB, L 43/32,
24.02.2022 r.)

IIpoexT Ha 3anosex Ne P/I - 289/27.05.2016 r., u3MeHeHa
H JonbjJHeHAa cbc 3amoBen Ne PJI - 147/28.02.2017 r.,
3anosenq Ne PJI — 611/11.09.2017 r., 3anoBen Ne PJI -
224/23.04.2018 r., 3amoBex Ne PJI - 401/22.05.2019 r.,
3anosen Ne PJI — 145/14.02.2020 r., 3anosex Ne P/ —
467/23.06.2020 r., 3anosen Ne PJI - 633/17.06.2021 r. u
3anosen Ne PJI - 55/18.01.2022 r. Ha MMHHCTBpa Ha
0KOJIHATA Cpelia U BOJUTE

CrLoTBeTCTBHE

Usen |
[Mpunoxenne III kpm JupextuBa 2011/65/EC ce u3MeHs B CHOTBETCTBUE C
MIPWJIOKEHUETO KbM HACTOSNIATA JIUPEKTUBA.

He ce Tpancnonupa

Yien 2

1. Ipp>kaBuUTE YICHKH IpUeMaT U MyOnuKyBaT He mo-KbcHO oT 30 centemBpu 2022
I. 3aKOHOBHTE, MTOJ3aKOHOBUTE M aIMUHHCTPATUBHHUTE pa3nopenoH, He0OX0AUMH,
3a 7a ce choOpas3sT ¢ HacTosmara jaupekThBa. Te He3abaBHO chOOIIABAT Ha
Komucusra Tekcra Ha Te3u pa3nopendH.

Te npunarat Te3u pasnopendu ot 1 okromBpu 2022 roauHa.

Hacrostmara 3amoBes; ce npuiara ot 1 okromBpu 2022 . 1o
OTHOIIIEHHE HA:

He ce Tpancnonupa

IIsano




Koraro nmppkaBUTE 4YICHKHM NpHEMAaT TE3W paslopendH, B TIX CE ChAbpKA
[I030BaBaHE Ha HACTOSIIATA AUPEKTHBA HIIH TO CE N3BBPINBA NIPH OQHINATHOTO UM
myOnuKyBaHe. YCIOBHSTA W PEIBT HAa MO30BABAHE CE OMPENENAT OT IbPKaBHTE
YWICHKU.

2. JlppkaBuTe WIEHKH CchoOmaBaT Ha KomwucHsiTa TEKCTa Ha OCHOBHUTE
pasnopendu OT HaMOHATHOTO 3aKOHOJATEJICTBO, KOUTO T€ MpHeMar B 00JacTTa,
ypeleHa ¢ HacTosIaTa IUPEKTUBA.

-1.1; 1,a); 1, 6); 1, B); 1, 1); 1, n) ot IIpunoxenue Ne 1, B
CBHOTBETCTBUE ChC CPOKa, MOCOYEH B Wi. 2, maparpad 1 ot
Henerupana nupextusa (EC) 2022/276;

I. B yactTa ,,Hapexnam“ ce cb31aBaT TOUKH T. 63 - 74:

65. lenerupana Jupexrusa (EC) 2022/276 na Komucusra ot
13 mexemBpu 2021 ronuHa 3a I3MEHEHHE, C TSI TPUBEKAaHE
B CHOTBETCTBHE C HAYYHO-TEXHWYCCKHUS HAIpeabK, Ha
mpuwioxenne Il  xem [upexruBa 2011/65/EC  Ha
EBponeiickus mapiameHT u Ha ChBeTa MO OTHOIICHHC Ha
0CBOOO’KIaBaHE OT OIPaHHYCHHUETO 32 yroTpebdaTa Ha KUBAK
B CIHOLOKBJIHHU (KOMIIAKTHH) JIyMHUHECUEHTHHM JIaMIH 3a
nenute Ha oomroro oceersienue (OB, L 43/32,24.02.2022 r.)

IInano

He ce Tpancnonupa

Yuen 3
Hacrosimara aumpekTuBa Bin3a B CHJIAa Ha JBajeceTWsl JeH ciel JCHS Ha
myonukyBaHeTo 1 B OduinaieH BecTHUK Ha EBponeiickus Chro3.

He ce Tpancnonupa

Yuen 4
AnpecaTn Ha HACTOSIIATA TUPEKTHBA Ca JBPKABUTE WICHKH.

He ce Tpancnonupa

MMPUJIOKEHUE
B npunoxenwue 111 xbm upextuBa 2011/65/EC BriucBanus 1, 1 a), 1 6), 1 B), 1 1) n
1 1) ce 3aMEHSAT ChC CIEIHOTO:

Oo0xBaT u
JATH HA
npuiarane

OcBo0OO:KTaBaHe

,,]1 [PKuBak B e HOIIOKBIHN (KOMITAKTHH )
ITYMHUHECIICHTHH JIaMITH, KOWTO HE TpeBHUIliaBa (Ha
ropeIKa):

I1. B IIpusoxenune Ne 1 ce npaBsT cjleHUTe U3MEHEHUS
U 1I0NTbJIHEHUsI:

1. Toukm 1;1,a);1,06); 1,8); 1,1); 1, 1); 1, €) 1 1, k) ce
3aMEHSIT ChC CJIEIHOTO:

a.) Touka 1, B koJjioHa ,,OcBoboknaBane“: ,)KuBak B
€IHOIOKBJIHNA (KOMIIAKTHH) JTYMHUHECHEHTHH JIAMITH, KOUTO
He IIpeBuINaBa (Ha ropeika):

0.) Touka 1, a), B KoJioHa ,,OcB0OOXKTIaBaHe*: ,,3a Ie/IUTE
Ha obmorto ocBemieHue < 30 W: 2.5 mg“, a B KkolloHa
»OOXBaT 1 1aTH Ha npuaarane®: , M3tnya Ha 24 pespyapu
2023 r.“.

B.) Touka 1, 6), B kos10Ha ,,OcBOOOKIaBaHE*: ,3a 1IeTUTE
Ha 00moTo ocetneHue > 30 W u <50 W: 3,5 mg, a B KoJloHa

IInano




»OO0XBaT 1 1aTH Ha npuiIarane®: , M3tnya Ha 24 pespyapu

1, a) [3a menute Ha 00mOTO OCcBeTneHue < 30 W: 2,5 mg |M3tnda Ha 2023 1.
54 (bempyapu r.) Touka 1, B), B KoJIOHa ,,OcB0O0OKTIaBaHe”: ,,3a LIeTUTE
023r. Ha 0011070 ocBeTieHue > 50 Wu <150 W: 5 mg®, a B kostoHa
1, 6) Ba nenute Ha 00110TO OcBeTiacHHE > 30 W 1 <50  |M3Tnua Ha »O0XBaT M 1aTH Ha npHIarane’: , Mstuya Ha 24 Gespyapn
W: 3,5 mg 24 pespyapu 2023 1.
0023 1. a.) Touka 1, r), B kosioHa ,,OcBoOOKIaBaHEe*: ,3a [IETUTE
Ha ob0moTto oceriaerune > 150 W: 15 mg®“, a B komoHa
1, B) [3a nenute Ha 0610TO OCcBeTIEHKE > 50 W n < I13T1ua HA »OO0XBaT M 1aTH Ha npuiarane’: , Mstida Ha 24 despyapn
150 W: 5 mg 24 heBpyapu 2023 1%
2023 1. e.) Touka 1, 1), B koJioHa ,,OcBOGOKIaBaHe : ,,3a IeTUTE

Ha 00IIOTO OCBETJICHNE ¢ KPbIJIa WM KBaapaTHA (opMa Ha
KOHCTPYKLUSATA U IMaMeThp Ha TpbOara < 17 mm: S mg*™, a B

1, e) [3a uenute Ha 00IIOTO OcBeTNeHue > 150 W: 15 mg [M3Tnua Ha

24 hespyapu KoJioHa ,,O0XBaT M AaTH HA mpujaraHe®: ,lM3rtuua Ha 24
2023 r. dbespyapu 2023 r.*.
1, o) Ba menuTe Ha OOIIOTO OCBETIIEHHUE C KpbIiia i  |M3Tnda Ha
KBagpaTHa (hopMa Ha KOHCTPYKLUATA U TUaMeTbp |24 deBpyapu
Ha TpbOara < 17 mm: 5 mg 2023 r.“

Henerupana Jqupexkrusa (EC) 2022/277 na Komucusara or 13 agexemBpu 2021
rOAMHA 32 H3MEHEHHe, ¢ IeJl MPUBEKIaHe B ChOTBETCTBHE C HAYYHO-TeXHHYECKHUS
HanpeabK, Ha npuioxenue Il kpbm dupextuBa 2011/65/EC na EBponeiickus
napJjaMeHT U Ha CbBeTa N0 OTHOIIIEHHE HA 0CBODOKIaBaHe OT OIPAHMYEHHETO 32
ynorpedaTa Ha KMBAK B €JHOUOKbJIHM (KOMIAKTHH) JYMHUHECHEHTHH JIaMIIH 32
LeJUuTe HA 0010TO ocBeTaeHHe < 30 W ¢ NpoABJKHTETHOCT HA eKCIUIoaTanms,
paBHa Ha uiau no-rojasma ot 20 000 yaca (OB, L 43/35, 24.02.2022 r.).

poexT Ha 3anosex Ne P/I - 289/27.05.2016 r., u3meHeHa
H JombjHeHa c¢be 3amoBex Ne P - 147/28.02.2017 r.,
3anosen Ne P/ — 611/11.09.2017 r., 3anoBex Ne PJI -
224/23.04.2018 r., 3anosex Ne P - 401/22.05.2019 r.,
3anoBen Ne PJI — 145/14.02.2020 r., 3anosex Ne PJI —
467/23.06.2020 r., 3anosen Ne PJI - 633/17.06.2021 r. u
3anosen Ne PJI - 55/18.01.2022 r. Ha MMHHCTBpPa Ha
OKOJIHATA Cpela U BOAUTE

CnoTBeTCTBHE

Usnen |
IMpunoxenne III kem [JupextuBa 2011/65/EC ce wu3MeHss B CBOTBETCTBHE C
IIPUI0KEHUETO KbM HACTOSINATA JUPEKTUBA.

He ce Tpancnionupa

Yien 2

1. Ipp>xaBuTE WICHKU NpHEMaT U MyOJIMKyBaT He mo-KbcHo oT 30 cenremBpu 2022 .
3aKOHOBHTE, IT0JJ3aKOHOBUTE U aIMUHUCTPATUBHUTE pas3ropenon, HeoOX0I1MMH, 3a J1a
ce choOpa3sT ¢ HacrosmaTa JUpeKTHBa. Te He3abaBHO choOmaBar Ha Kommcusra
TEKCTa Ha Te3W pasnopenoH.

He ce Tpancnionupa




Te npunarat Te3u pasnopenou ot 1 okromepu 2022 ronuHa.

Koraro npprkaBuTe WICHKH IPHEMAT TE3M Pa3nopendy, B TAX Ce ChIbprKa I030BaBAHE
Ha HacTOSIIATa JUPEKTHBA MM TO CE M3BBPIIBA IPH OGHUIHUATHOTO UM ITyOIHKyBaHE.
VYcnoBusiTa ¥ peAbT Ha ITO30BABAHE CE€ OMPEEIAT OT IbP)KABUTE WICHKH.

2. JIspxaBuTe WieHKH choOmaBar Ha KomucusaTa TeKCTa Ha OCHOBHHUTE pa3mopeadu
OT HaIMOHAJIHOTO 3aKOHOJATEJICTBO, KOUTO TE NpHEMaT B 00JacTTa, ypeaeHa ¢
HACTOSIIATa TUPEKTUBA.

Hacrosimara 3anoBen ce npunara ot 1 oktoMBpu 2022 1. 1o
OTHOIIICHHE Ha:
- T. 1, ) ot IIpunoxenue Ne 1, B CbOTBETCTBHE ChC CPOKA,
mocodeH B wi. 2, maparpad 1 ot Jlenerupana nupextusa
(EC) 2022/277,

I. B yactTa ,,Hapexnam“ ce cb3aaBaT TOUKH T. 63 - 74:
66. lenerupana dupexrtusa (EC) 2022/277 na Komucusra
or 13 nmexemBpm 2021 rommHa 3a HW3MEHEHHE, C I
MpPUBEXJaHE B CHOTBETCTBHE C HAYYHO-TEXHUUYECKUS
Hanpenbk, Ha npuitoxkenue 111 keM Tupextua 2011/65/EC
Ha EBponelickus napiaaMeHT 1 Ha CbBeTa [0 OTHOIIIEHHUE Ha
O0CBOOOXKJaBaHE OT OIPAHMYCHUETO 3a ymoTpedara Ha
)KUBaK B €JHOLOKBIHM (KOMIIAKTHH) JTYMHHECUEHTHH
JaMIKA 3a IeJuTe Ha o0moro ocerieHue < 30 W ¢
MPOABDKUTETTHOCT Ha EKCIDIOATalus, paBHA Ha WK TIO-
rossimMa ot 20 000 gaca (OB, L 43/35, 24.02.2022 1.)

J16%4: 0]

IInano

He ce Tpancnonupa

Yien 3
Hacrosimata nupekTnBa BiIM3a B CHJIa Ha JABaJeceTHs JAEH clel JeHs Ha
myOnukyBaHeTo 1 B OdunuaneH BecTHUK Ha EBponelickus Chro3.

He ce Tpancnonupa

Yuen 4
AJpecaTy Ha HACTOsIIaTa TUPEKTHBA Ca IbP)KABUTE WICHKH.

He ce Tpancnionupa

NPUJIOKEHUE
B npunoxenne I xpm JupekrtuBa 2011/65/EC Brnucane 1 k) ce 3aMeHsI CbC
CIICTHOTO:

OOXxBaT u JaTn
HA MpWJIarane

OcBo0o:KkTaBaHe

IM3TH4a Ha
24 asrycr 2023 .

,, 1,%)3a menure Ha o6moTo ocBeriaeHne < 30 W u ¢
[TPOIBIKUTETHOCT Ha €KCILIOAaTalusl, paBHa Ha WU 110~

romsima ot 20 000 uaca: 3,5 mg

I1. B ITpuiioxkenue Ne 1 ce npaBfT cjiefHUTE U3MEHEHHUS
U JOIbJIHEHUSI:

1. Touku 1; 1,a); 1,6); 1,8); 1,1); 1, n); 1, e) u 1, x) ce
3aMEHSAT ChC CIICJHOTO:

3.) Touka ,,1.x)"“: B konoHa ,,OcBoOOXIaBaHe": ,,3a IeTUTE
Ha 00moTo ocBeTieHne < 30 W ¥ ¢ IpOIBIDKUTEITHOCT Ha
€KCIUIoaTalys, paBHa Ha wiu no-roisma ot 20 000 vaca:
3,5 mg“, a B koysoHa ,,O0XBaT M JaTW Ha TpUIIATaHE
,»3Tnya Ha 24 aBryct 2023 1.%.

IIsano




Henerupana JIupextuna (EC) 2022/278 na Komucusra ot 13 nexkemspu 2021
roAMHA 32 H3MEHeHHe, C IeJd NpUBeXKIaHe B ChOTBETCTBHE C HAYYHO-
TeXHHYeCKHs HanpeIbk, Ha npujoxenue III koM JupexkTusa 2011/65/EC Ha
EBponeiickust mapjamMeHT 1 Ha CbBeTa M0 OTHOLIEHUE HA 0CBOOOKIaBaHe OT
OrpaHUYEeHUETO 32 ynoTpedara Ha )KMBAK B MeTajxajgoreHiu jamnu (OB, L
43/38, 24.02.2022 r.)

IIpoexT Ha 3anoBex Ne PJI - 289/27.05.2016 r., u3menena
u gombjHeHa cbe 3amoen Ne PJI - 147/28.02.2017 r.,
3anosenq Ne PJI — 611/11.09.2017 r., 3amoBen Ne PJI -
224/23.04.2018 r., 3amosex Ne PJI - 401/22.05.2019 r.,
3anoBen Ne PJI — 145/14.02.2020 r., 3anoBen Ne PJI —
467/23.06.2020 r., 3anosex Ne PJI - 633/17.06.2021 r. u
3anoBen Ne PJI - 55/18.01.2022 r. Ha MHHHCTBpPa Ha
OKOJIHATA Cpeaa U BOAUTE

CrLoTBeTCcTBHE

Unen 1
[Mpunoxenne III kem JupexktuBa 2011/65/EC ce u3MeHs B CHOTBETCTBHE C
MIPUWJIOKEHUETO KbM HACTOSANIATA IUPEKTUBA.

He ce Tpancnonupa

Yaen 2

1. JIpprkaBuTE WICHKH pHEMaT M MyOJUKyBaT He 0-KbcHO oT 30 centemBpu 2022
I. 3aKOHOBHTE, ITOJI3aKOHOBHUTE M a]MUHHCTPATHBHHUTE Pa3lopeon, HEOOX0AUMH,
3a 7a ce cpoOpaszsiT ¢ HacTosmara jaupekThBa. Te He3abaBHO chOOLIaBAT Ha
KomucusTta TekcTa Ha Te3H pa3nopeaou.

Te npunarat Te3u paznopenou ot 1 okromBpu 2022 ronuHa.

Korato ABPIKABUTC HYICHKH HOpuUeMar TE3U pa3n0pez[61/1, B TAX C€ CbhbAbpiKa
IIO30BABAHE HA HACTOAIIATa JUPCKTHBA UJIU TO CC U3BBPUIBA IIPH O(l)I/ILII/IaJ'IHOTO M
Hy6J'II/IKyBaH6. VcnoBusara u PCABT HA MO30BaBAHC CC OIPEACIIAT OT AbPIKABUTE
YJICHKU.

Hacrosmara 3anoBes ce npuiara ot 1 okromspu 2022 . 1o
OTHOIIICHHE Ha:

- T. 4, ) ot IIpunoxerne Ne 1, B ChOTBETCTBHE CBHC CPOKA,
nocodveH B Wi 2, maparpad 1 ot [Jenerupana nupextuna (EC)
2022/278;

I. B yactra ,,Hapexnam“ ce cp3maBaTt TOYKH T. 63 - 74:
67. denerupana Jupexrusa (EC) 2022/278 na Komucusra ot
13 nexemBpu 2021 roanHa 3a UISMEHEHHE, C e IPUBEXKIAHE
B CHOTBETCTBHE C HAYYHO-TEXHHYCCKHSI HAIpedabK, Ha
mpwioxenne Il xem [JupekruBa 2011/65/EC  Ha
EBponeiickus mapiameHT u Ha ChBeTa IO OTHOIICHHE Ha
0CBOOOKIaBaHE OT OIPAHMYCHHUETO 33 yIoTpedaTa Ha KUBAK
B Metanxanorennn Jammu (OB, L 43/38, 24.02.2022 1.).

He ce Tpancnonupa

J16%4:0)

IInano




2. Z[’bp)!(aBI/ITe YJIICHKHU C’L06IlIaBaT Ha Komucusata TekcTa Ha OCHOBHHTE
pa3n0pe;[61/1 OT HAHMOHAJIHOTO 3aKOHOAATECJICTBO, KOUTO TC MpHUCMAT B O6J'IaCTTa,
ype€acHa ¢ HacTodllaTa JUPECKTHUBA.

He ce Tpancnonupa

Yien 3
Hacrosmara aumpekTHBa BinM3a B CHJIa Ha J[BaJECeTUs] JEH cJel JCHA Ha
myOnukyBaHeto u B OdununaneH BecTHUK Ha EBponeickus Cpro3.

He ce Tpancnonupa

Yien 4
AzipecaTy Ha HACTOSIIATA IUPEKTHBA Ca AbPKABUTE WICHKH.

He ce Tpancnonupa

HNPUJIIOKEHUE II. B IIpusioxenune Ne 1 ce npaBar cjegnure usMeHenusi | Ilbano
B npunoxenune III xpm dupextuBa 2011/65/EC BnucBane 4 1) ce 3aMEHS CbC | M AONbJIHEHMSI:
CJIEIHOTO:
9. Touka 4, m) ce 3aMeHS CBC CIEIHOTO: B KOJOHA
,,OCBOGO K IaBaHE OGXBAT 1 AaTH HA NpUJIATaHe ,,OcBoOoxkmaBane“: ,JKMBak B MeETaIXaJOT€HHHU JIaMIIH
(MH)“, a B xonona ,,O0XBar u JaTH Ha npuiaraxe: ,,M3tuua
4, n)PKusax B Metanxanorennu namnu (MH) [M3tuua Ha 24 despyapu 2027 1. Ha 24 ¢espyapu 2027 1.
Heaerupana Iupextusa (EC) 2022/279 na Komucusra or 13 gekemspu 2021 | IIpoexrt Ha 3amosex Ne PJI - 289/27.05.2016 r., uamenena | CboTBeTCcTBHE

rofiMHa 3a M3MeHeHHe, C Ilel NMPHUBEXXKAAHe B CbOTBETCTBHE C HAYYHO-
TeXHHYeCKHs Hanpeabk, Ha npuiao:xkenue I kem JdupexTuBa 2011/65/EC na
EBponeiickus napjaMmenT u Ha CbBeTa N0 OTHOLLIEHUE HA 0CBO0OKIaBaHe OT
OrpaHNYeHNeTo 32 yNoTpedaTa HA KMBAK B JPYId ra3opaspsiiHu JaMmIu 3a
cnenuaanu neau (OB, L 43/41, 24.02.2022 r.)

H JonbJHeHAa cbc 3amoBen Ne PJI - 147/28.02.2017 r.,
3anosen Ne PJI — 611/11.09.2017 r., 3anoBex Ne PJ{ -
224/23.04.2018 r., 3amoBen Ne PJI - 401/22.05.2019 r.,
3anosen Ne PJI — 145/14.02.2020 r., 3anosex Ne P/ —
467/23.06.2020 r., 3anoBex Ne PJI - 633/17.06.2021 r. u
3anosen Ne PJI - 55/18.01.2022 r. Ha MHMHHCTBpPa Ha
0KOJIHATA cpela U BOJUTE

Usnen |
[Mpunoxenne III kpm JupextuBa 2011/65/EC ce u3MeHs B CHOTBETCTBUE C
MPUJIOKEHUETO KbM HACTOSNIATA JIMPEKTHBA.

He ce Tpancnonupa

Yien 2

1. Ipp>kaBuUTE YICHKH IpUeMaT U MyOnuKyBaT He mo-KbcHO oT 30 centemBpu 2022
T. 3aKOHOBHTE, IT0/I3aKOHOBHUTE M aIMHHUCTPATUBHUTE Pa3opeson, HEOOX0ANMH,
3a 7a ce choOpas3sT ¢ HacTosara jaupekThBa. Te He3abaBHO chOOLIaBAT Ha
Komucusra Tekcra Ha Te31 pa3nopendH.

He ce Tpancnonupa




Te npunarat Te3u pasnopenou ot 1 okromepu 2022 ronuHa.

Koraro nbpkaBUTE 4YICHKH NpHEMAaT TE3W paslopendH, B TIX CE ChAbpKA
[I030BaBaHE Ha HACTOSINATA AUPEKTHBA WIIH TO CE N3BBPIIBA NIPH OQHINATHOTO UM
myOnuKyBaHe. YCIOBHSTA W PEIBT Ha MO30BABAHE CE OMPENENAT OT IbPKaBHTE
YICHKH.

2. JlppkaBuTe wWIeHKH CchoOmaBaT Ha Komwucusita TeKkCTa Ha OCHOBHHTE
pasnopendu OT HaMOHATHOTO 3aKOHOJAATEJICTBO, KOUTO T€ IpHeMar B 00JlacTTa,
ypeleHa ¢ HaCTosIaTa IUPEKTUBA.

Hacrosimata 3anoBes ce npusara ot 1 okromspu 2022 r. no
OTHOIIICHHE Ha:

-1.4,e)-1,4,e)-11,4,¢e) -llT u 4, e) - IV or [Ipunoxenue
Ne 1, B CHOTBETCTBHE ChC CPOKA, IOCOUCH B Wi. 2, maparpad
1 ot denerupana qupekrusa (EC) 2022/279;

I. B yactra ,,Hapexnam“ ce cb31aBaT TOYKH T. 63 - 74:
68. lenernpana Jupexrusa (EC) 2022/279 na Komucusra ot
13 mexemBpu 2021 ronuHa 3a I3MEHEHHE, C TSI TPUBEKAaHE
B CBOTBETCTBUC C HAYUYHO-TCXHHUYCCKUA HAIPECAbK, Ha
npuwitoxkenne Il xem  dupekruBa 2011/65/EC  Ha
EBponeiickus mapiamMeHT u Ha CbhBeTa 1O OTHOIICHHE Ha
0CBOOOX/IaBaHE OT OIPAaHUYEHHUETO 32 yroTpedara Ha KHUBAK
B JPYTU Ta30pa3psaHu JiaMiu 3a crnenuaiau nenu (OB, L
43/41,24.02.2022 1.).

J16%4: 0]

IInano

He ce Tpancnonupa

Yien 3
Hacrosimata aumpekTwBa Bin3a B CHJIa Ha JBajeceTWsl JeH ciel JeHS Ha
myOnukyBaHeTo 1 B OdunuaneH BecTHUK Ha EBponelickus Chro3.

He ce Tpancnonupa

Yuen 4
AJpecaTu Ha HACTOsIIATa TUPEKTHUBA Ca IbP>KABUTE WICHKH.

He ce Tpancnonupa

NPUJIOKEHUE
B npunoxenue I xem dupekrua 2011/65/EC BrnucBane 4e) ce 3aMeHsl ChC
CIICTHOTO:

OOxBar u 1aTH
HA MpWJIarane

,,OcBoOOKIaBaHE

I3TH4a Ha OT
24 despyapu 2025 1.

4, e) PKuBak B 1pyru ra3opaspsiiHy JaMIIH 32 CIICIHAIHH
[[€JI1, HEIOCOYEHH B HACTOSIIIOTO MIPUIOKEHUE

I1. B IIpuioxenne Ne 1 ce mpaBAT cjleJHUTe U3MEHEHHS
U JO0I'bJIHCHUSA

10. Touka 4, €) ce U3MEHs CbC CIEAHOTO:

a.) B xoyioHa ,,Ne“ ce cwp3maBa Todka ,4, €) - I, B KoJoHa
,OcBoOOXIaBaHe : ,,)KHBaK B APYTy ra3opa3psIHy JIaMIIH 32
CHEIMaJIHU 1IeJIM, HETIOCOUEHHU B HACTOSIOTO NMPUIIOKEHHE,
a B KoJoHa ,,O0XBaT u IaTH Ha mpuiarane: , /3tmya Ha 24
¢despyapu 2025 r.*.

0.) B xomoHa ,, No“ ce cp3maBa Touka ,,4, ¢) - II“, B KomoHa
,,OcBoOOkmaBane™: ,JKuBak B XKMBaYHH JAMIIM C BHCOKO

IIsano
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4, e) PKuBak B )KMBauHH JIaMIIM C BUCOKO HaJIsiTaHe, M3Trya Ha
— 1l [M3mon3BaHM B MPOXKEKTOPH, IIPH KOUTO CE U3UCKBA 24 despyapu 2027 1.
ocBerexoct > 2000 Im ANSI

4, ¢) PKuBak B taMIy ¢ HATPHEBH MapH C BICOKO HajAraHe, |[3thya Ha

— 11l 3mon3Bany 32 OCBETIICHHE B TPAIUHAPCTBOTO 24 despyapu 2027 .
4, ¢) PKuBak B JIaMITH, W3 ThYBAIIM CBETIMHA B M3Trua Ha

— IV [ynTTpaBHOJICTOBHUS CIIEKTHP 24 despyapu 2027

r.ﬁﬂ

HAJIATaHe, U3IMO0JI3BaHU B MPOKECKTOPH, IPU KOUTO CE U3UCKBA
ocsereHocT > 2000 Im ANSI®, a B xonona ,,O0XxBaT u JaTu
Ha npunarane‘’: ,,3tuda Ha 24 despyapu 2027 1.

B.) B KoJioHa ,,No*“ ce cb3maBa Touka ,4, e) - [II*, B konoHa
,»OcBoOOXkmaBane: ,, )KuBak B JIaMId C HATPUEBU MapH C
BHCOKO HajsraHe, M3IOJ3BaHM 3a OCBETJICHHE B
rpaAMHApCTBOTO a B KojJoHa ,OO0XBaT W [daTH Ha
npuiarane’: ,,J3tmua na 24 pespyapu 2027 ..

T.) B KojoHa ,, Ne“ ce ch3aaBa Todka ,,4, €) - IV®, B konoHa
,,OcBoOOXKHaBaHe“: , ) KuBak B mamIiy, H3I54YBAIli CBETINHA
B VATPAaBUOJCTOBHUS CIIEKTHP™, a B KOJOHA ,,O00XBaT M JaTH
Ha npuiarane’’: ,,3tuda Ha 24 despyapu 2027 1.

Henerupana JIupextuna (EC) 2022/280 na Komucusra ot 13 nekemspu 2021
roAMHA 32 H3MeHeHHe, C IeJd NpUBeXkKIaHe B ChHOTBETCTBHE C HAY4YHO-
TeXHHYeCKHMs HanpeIbK, Ha npujoxenue III kem JIupexkTusa 2011/65/EC na
EBponeiickust napjamMeHT 1 Ha ChbBeTa 10 OTHOLIEHUE HA 0CBOOOKAABaHe OT
OrpaHHYeHHeTOo 32 yNoTpedaTa Ha KMBAK B JPYI'M Ia3opaspsiiHU JIAMIH €
Hucko Hajasrane (OB, L 43/44, 24.02.2022 r.)

IIpoexT Ha 3anosex Ne P/I - 289/27.05.2016 r., u3MeHeHa
U gonbjHeHa cbe 3amoen Ne PJI - 147/28.02.2017 r.,
3anosex Ne P/l — 611/11.09.2017 r., 3anoBex Ne PJ{ -
224/23.04.2018 r., 3amosex Ne P/ - 401/22.05.2019 r.,
3anosen Ne PJI — 145/14.02.2020 r., 3anosex Ne P/ —
467/23.06.2020 r., 3anosex Ne PJI - 633/17.06.2021 r. u
3anoBen Ne PJI - 55/18.01.2022 r. Ha MMHHCTBpa Ha
OKOJIHATA Cpe/ia M BOANTE

CrLoTBeTCTBHE

Unen 1
[punoxenne III xpm HupextuBa 2011/65/EC ce m3MeHs B CBOTBETCTBHE C
MIPWJIOKEHNUETO KbM HACTOAIIATA JUPEKTHBA.

He ce Tpancnonupa

Ynen 2

1. Ipp>kaBuUTE YICHKH IpUeMaT U MyOnuKyBaT He mo-KbcHO oT 30 centemBpu 2022
T'. 3aKOHOBUTE, MOA3AKOHOBUTEC U aIMUHUCTPATUBHUTE pa3nope£[61/1, HeO6XOI[I/IMI/I,
3a Ja ce ChoOpasarT ¢ Hacrosmara JupekThBa. Te He3zabaBHO choOmIaBaT Ha
KomMmucusita Tekcta Ha Te3u pa3nopeaou.

Te nputarat Te3u pasnopenou ot 1 okromspu 2022 ronuHa.

Hacrosimara 3anoBes ce npuiara ot 1 okromBpu 2022 r. no
OTHOILIECHHE Ha:

-T.4,a)u 4, a) - [ or [Ipunoxxenne Ne 1, B chOTBETCTBHE CBC
Cpoka, mocodueH B wi. 2, maparpad 1 ot emermpana
mupektuBa (EC) 2022/280;

He ce Tpancnonupa

IInano
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Korato ABPIKABUTC UYJICHKU HOpUeMaT TE3U pa3nopez[6p1, B TdX CC€ CbAbpiKa
TMO30BaBaHE HAa HACTOAIIaTa JUPCKTHBA UJIK TO CE U3BHPIIBA IIPHU 0(1)I/IHI/I3.J'IHOTO M
ny6m/H<yBaHe. YcnoBusara u PCABT HAa MO30BaBaHC CC OIPCACIAT OT AbPIKABUTE
YJICHKU.

2. I[Lp)I(aBI/ITe YIJIICHKH CLO6H.[aBaT Ha Komucmsara TekcTa Ha OCHOBHHTE
pa3n0pen61/1 OT HAIMOHAJIHOTO 3aKOHOAATCJICTBO, KOUTO TC MNpHUCMAT B 06J'IaCTTa,
YpeAacHa ¢ HacToAIaTa AMPEKTUBA.

I. B yactra ,,Hapexxnam“ ce cb31aBaT TOUKH T. 63 - 74:
69. [lenerupana {upextusa (EC) 2022/280 na Komucusira ot
13 nexemBpu 2021 roauHa 3a U3MEHEHHE, C LIeJ] MPUBEXKIAHE
B CBHOTBETCTBHE C HAyYHO-TEXHWYECKHsI HANpeabK, Ha
npuwioxkenne Il xem  dupekruBa 2011/65/EC  Ha
EBpomneiickus mapiameHT u Ha ChBeTa 1O OTHOIICHHE Ha
0CcBOOOXKJaBaHE OT OIPaHMUCHHUETO 32 yrmoTpedaTa Ha KUBAK
B JIPYTH Ta30pa3psmHu JaMnu ¢ HUcko Hamsrane (OB, L
43/44,24.02.2022 1.).

J16%4:0)

He ce Tpancnonupa

Yien 3
Hacrosimata aumpekTHBa BiM3a B CHJIa Ha JBajeceTUsl JCH cJel JCHS Ha
nyosukyBanero i B Odunpanen BecTHUK Ha EBponielicKust Chio3.

He ce Tpancnonupa

Yien 4
AJpecaTy Ha HaCTOsIIaTa TUPEKTHUBA Ca AbP)KaBUTE WICHKH.

He ce Tpancnonupa

MNPUJIOKEHHUE
B npunoxenue Il kbm Jupextusa 2011/65/EC BnucBaHe 4 a) ce 3aMeHsI CbC
CJIeHOTO:

OcBobox1aBaHe Oo0xBar u
JAaTH HA
npujarate
,,4, a) PKuBak B Apyry ra30pa3psiiHU JJaMITA ¢ HUCKO IM3THya Ha
HayArade (Ha jamma): 15 mg 24 dbespyapu
2023 r.
4, a) - PKuBak B ra30pa3psiIHU JIAaMITH ¢ HUCKO Hamsrane 6e3 [M3tuya Ha
I ITyMHHO(OPHO MTOKPUTHE, IPH KOMTO NPHIIOKEHUETO (24 deBpyapu
M3UCKBa OCHOBHATA YacT OT CHEKTPAIHOTO M3nbuBane 2027 1.
Ha JaMIara Jia € B yJITPaBHOJIETOBHS CIIEKTHP: MOXeE
IMa ce M3MoII3BarT JI0 15 mg >KMUBaK Ha JaMmna

I1. B IIpuioxenne Ne 1 ce mpaBsAT cJeHUTEe U3MEHEHUS
U 10IIbJIHCHUS

6. Touka 4, a) ce 3aMeHS ChC CIETHOTO:

a.) Touka 4, a), B xomona ,,OcBobOoxgaBane™: , )KuBak B
JIPYTH Ta30pa3psIHU JIAMITH C HICKO HaJisATaHe (Ha JlamIia):
15 mg*, a B konoHa ,,O0XBaT u JaTh Ha punarane™: ,,M3tuua
Ha 24 ¢peBpyapu 2023 1.

6.) B kojoHa ,,No*“ ce cb3maBa Touka ,4, a) - [, B KojoHa
,»OcBoOOkIaBane : ,,)KuBax B ra3opa3psiHH JJAMIIH C HUCKO
Hajsirane ©0e3 JyMMHO(OPHO TIOKPUTHE, TPH KOHMTO
MPUIOKCHUETO M3MCKBA OCHOBHATA YAacT OT CIEKTPATHOTO
M3TbYBAHE HA JIaMIaTa Jia € B YJITPABHOJCTOBUS CIIECKTBHP:
MOXeE Ja c€ M3Moi3BaT 1o 15 mg kuBak Ha jlamma“, a B
koyoHa ,JO0XBaT W JmaTH Ha mpwiarane™: ,lM3tumua Ha 24
¢despyapu 2027 r.*.

IIsano
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Henerupana JIupextuna (EC) 2022/281 na Komucusra ot 13 nexkemspu 2021
roAMHA 32 H3MeHeHHe, C IeJd NpUBeXKIaHe B ChOTBETCTBHE C HAY4YHO-
TeXHHYeCKHs HanpeIbk, Ha npujoxenue III koM JIupexkTusa 2011/65/EC Ha
EBponeiickus napjaMenT u Ha CbBeTa N0 OTHOLIEHHE HA 0CBO0OOKIaBaHe OT
OrpaHUYEeHUETO 3a ynorpedara HAa KUBAK B €IHOUOKBJIHU (KOMIAKTHH)
JIyMUHECHEeHTHH JIaMIu 3a cnennannu ueau (OB, L 43/47, 24.02.2022 r.)

IIpoexT Ha 3anoBex Ne PJI - 289/27.05.2016 r., u3menena
u gonmbjHeHa cbe 3amoen Ne PJI - 147/28.02.2017 r.,
3anosenq Ne PJI — 611/11.09.2017 r., 3anoBen Ne PJI -
224/23.04.2018 r., 3anosex Ne P/ - 401/22.05.2019 r.,
3anosen Ne PJI — 145/14.02.2020 r., 3anosex Ne P/ —
467/23.06.2020 r., 3anoBex Ne P/ - 633/17.06.2021 r. u
3anoBen Ne PJI - 55/18.01.2022 r. Ha MHHHCTBpPa Ha
0KOJIHATA Cpelia M BOJIUTE

CroTBeTCTBHE

Unen 1
[punoxenne III xpm dupextuBa 2011/65/EC ce m3MeHS B CBOTBETCTBHE C
MIPWJIOKEHNUETO KbM HACTOAIIATA JUPEKTUBA.

He ce Tpancnonupa

Yuren 2

1. IpprkaBUTE WICHKH IpHUEMaT U MyOIHKyBaT He mo-KbcHO oT 30 centemBpu 2022
I. 3aKOHOBHTE, T10/I3aKOHOBHUTE ¥ aJMHUHUCTPATUBHUTE pa3ropedon, HEOOX0AUMH,
3a 7a ce choOpaszsiT ¢ HacTosara jaupekThBa. Te He3abaBHO choOOLIaBAT Ha
KomucusTta TekcTa Ha Te3H pa3nopeaou.

Te npunarat te3u pazmopendu ot 1 okromBpu 2022 roanHa.

Korato nppkaBuTe WICHKH IpUeMaT Te3W pasnopendu, B TAX ce ChABpKa
[1030BaBaHe HA HACTOSAIIATA TUPEKTHUBA UJIH TO C€ N3BBPIIBA IPH OPUIIHATHOTO UM
myOauKyBaHe. YCIOBHUSTA U PEIBT HA MO30BABAHE CE OMNPENENAT OT JbpiKaBUTE
YJICHKU.

2. [bppkaBuTe WIeHKH cboOmaBar Ha KoMucHiATa TEKCTa HAa OCHOBHHTE
pasnopendu OT HAI[MOHATHOTO 3aKOHOJATEICTBO, KOUTO T€ MPUEMAT B 00JIACTTA,
ypeZIeHa C HacTOsIIaTa TUPEKTHBA.

Hacrostata 3anosen ce npunara ot 1 okromBpu 2022 r. no
OTHOILICHHE Ha:

- 1.1,e)—1; 1, e) — Il or [Ipmmosxerne Ne 1, B chOTBETCTBUE
ChC CpOKa, MOCOYeH B wi. 2, maparpad 1 ot Jlenerupana
nupektuBa (EC) 2022/281;

I. B yactra ,Hapexnam® ce cb31aBaT TOYKH T. 63 - 74:
70. enerupana upexrupa (EC) 2022/281 na Komucusira ot
13 nexemBpu 2021 roauHa 32 U3MEHEHUE, C eI IPUBESXKIAHE
B CBOTBETCTBHE C HAYYHO-TEXHWUECKHs HANpeabK, Ha
mpuwioxenne Il  xem  JupekruBa 2011/65/EC  Ha
EBporneiickns mapnameHnT n Ha CbBera 1Mo OTHOLIEHHE Ha
0CBOOOX/IaBaHE OT OTPAHWYEHHETO 3a YroTpedara Ha KHBAaK
B CJHOIOKBIHM (KOMIAKTHH) JIyMHHECIEHTHH JIaMIH 3a
cnermanny e (OB, L 43/47, 24.02.2022 1.)

He ce Tpancnonupa

IInano

IIsano

He ce Tpancnonnpa
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Yaen 3
Hacrosiimata mupekTHBa BiW3a B CHJIa Ha JBAaJCCeTHs JCH CIEA JCHA Ha
nyonukyBaHeTo u B OduiinaneH BecTHUK Ha EBponeiickus chro3.

He ce Tpancnonupa

Yaen 4
AJlpecaTu Ha HAacTOSIIATa JUPEKTHBA Ca AbPKABUTE YICHKH.

He ce Tpancnonupa

INPUJIOKEHHUE I1. B IIpuaoxenne Ne 1 ce npaBaT ciaegnure udMeHenust | IIniano
B npunoxenune III xpm dupextusa 2011/65/EC BrnucBane 1 €) ce 3aMeHsl ChC | M AONbJIHEHMSI:
CIIETHOTO: 1. Toukm 1; 1, a); 1,6); 1, B); 1, 1); 1, 1); 1, €) u 1, :K) ce
3aMEHSIT ChC CJIETHOTO:
OcBoGoxIaBaHe OO0XBAT U JaTH HA #.) Touka 1, e): . .
npuiaarane 1. B xomona ,,Ne*“ ce cw3mamBa ,,T. 1, €) - I, B koyioHa
,»OCBOOOXKIaBaHe : ,,3a JaMITH, POCKTHPAHU J1a H3IIHUBAT
] PKuBak B €1HOIOKBIHM (KOMITAKTHH) MIPEeJUMHO CBETJIMHA OT yATPAaBUOJIETOBUS CHEKTHP: 5 mg™, a
ITyMHHECLIEHTHH JIaMIIH, KOWTO He MpeBUIlaBa (Ha B KoJIoHa ,,O0XBaT U JaTy Ha mpuiarade: ,M3rtnda Ha 24
ropesnka): ¢despyapu 2027 r.*.
2. B xonoHa ,Ne“ ce cw3mama ,T. 1, e) - I, B KoioHa
1, e) [3a mammu, MpOeKTUPAHH J1a U3THUBAT IPETUMHO 3TH4a Ha w« «
,»OCBOOOXKIaBaHe™: ,,3a CIIEIMAIHY [IENH: 5 Mg, a B KOJIOHA
- | |cBeTNIMHA OT YNITPaBUOJETOBUS CIIEKTHP: 5 mg 24 Gespyapu 2027 1. «
,»OOXBaT M jaTu Ha mpwiarane: M3tnua Ha 24 depyapu
1, €) Ba cnenmanuu uenu: 5 mg 13THya Ha 2025 r.*
- 11 24 despyapu 2025 .
Heaerupana Iupextusa (EC) 2022/282 na Komucusra or 13 gexkemspu 2021 | IIpoexTt Ha 3anosex Ne PJI - 289/27.05.2016 r., uamenena | CboTBeTCTBHE

roiMHa 3a HM3MeHeHHWe, C Ile1 NPHUBEXKAAHEe B CHOTBETCTBHE C HAYYHO-
TeXHUYeCKHMs HanpeIbK, Ha npujoxenue III kem JIupexkTuna 2011/65/EC na
EBponeiickust napjamMeHT 1 Ha ChbBeTa N0 OTHOIIIEHUE HA 0CBOOOKAABaHe OT
OrpaHMYeHHeTOo 3a ynoTpedaTa Ha )KMBAK B HeJIMHEHHH JaMIHU ¢ TPUJIEHTOB
aymuHodop (OB, L 43/51, 24.02.2022 r.)

H JonbjJHeHAa cbc 3amoBenq Ne PJI - 147/28.02.2017 r.,
3anosen Ne P/l — 611/11.09.2017 r., 3anmoBex Ne PJ{ -
224/23.04.2018 r., 3anosex Ne P/ - 401/22.05.2019 r.,
3anoBenq Ne PJI — 145/14.02.2020 r., 3anosex Ne P/ —
467/23.06.2020 r., 3anoBex Ne PJI - 633/17.06.2021 r. u
3anosen Ne PJI - 55/18.01.2022 r. Ha MHMHHCTBpPa Ha
OKOJIHATA Cpea U BOAUTE

Usnen |
[Mpunoxkenne III kM dupextuBa 2011/65/EC ce u3MeHS B CHOTBETCTBHE C
IIPUI0KEHUETO KbM HACTOSINATA JUPEKTUBA.

He ce Tpancnonupa

Yien 2

1. /Ipp>kaBUTE WICHKH IIpHEMAT M IMyOJIMKyBaT He 0-KbcHO oT 30 cenrremBpu 2022
T. 3aKOHOBHTE, IT0/I3aKOHOBHUTE M aJMHUHUCTPATUBHUTE Pa3NopeaOn, HEOOXOANMH,
3a 7a ce choOpas3sT ¢ HacTosmara aupekThBa. Te He3abaBHO chOOIIABAT HA
Komucusra texcra Ha Te3u pa3nopendH.

He ce Tpancnionnpa
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Te npunarat Te3u pasnopenou ot 1 okromepu 2022 ronuHa.

Koraro nmppkaBUTE 4YJICHKHM NpHEMAaT TE3W pasmopendH, B TAX CE ChABPXKA
[I030BaBaHE Ha HACTOSINATA AUPEKTHBA WIIH TO CE N3BBPIIBA NIPH OQHINATHOTO UM
myOnuKyBaHe. YCIOBHSTA W PEIBT Ha MO30BABAHE CE OMPENENAT OT IbPKaBHTE
YICHKH.

2. JlppkaBuTe wWIeHKH CchoOmaBaT Ha Komwucusita TeKkCTa Ha OCHOBHHTE
pasnopendu OT HalMOHATHOTO 3aKOHOJATEICTBO, KOUTO T€ IpHeMar B o0iacrtra,
ypeleHa ¢ HaCTosIaTa IUPEKTUBA.

Hacrosimata 3anoBes ce npusara ot 1 okromspu 2022 r. no
OTHOIIIEHUE Ha:

-T.2,0), 3) ot [Ipunoxenue Ne 1, B CbOTBETCTBHE ChC CPOKA,
rocoyeH B . 2, naparpad 1 ot [lenerupana nqupexrusa (EC)
2022/282;

I. B yactTa ,,Hapexnam“ ce cb31aBaT TOUYKH T. 63 - 74:
71. lenerupana Jupexrusa (EC) 2022/282 na Komucusra ot
13 mexemBpu 2021 ronuHa 3a I3MEHEHHE, C TSI TPUBEKAaHE
B CBOTBETCTBUC C HAYUYHO-TCXHHUYCCKUA HAIPECAbK, Ha
npuitoxkenne Il xem  upekruBa 2011/65/EC  Ha
EBponeiickus mapiaaMeHT u Ha ChBeTa 1O OTHOIIEHHE Ha
0CBOOOX/IaBaHE OT OIPAaHUYEHHETO 32 yroTpedara Ha KHUBAK
B HEJIMHCWHU JIaMIK ¢ TpuiieHToB tymuHodop (OB, L 43/51,
24.02.2022 1.).

J16%4: 0]

IInano

He ce Tpancnonupa

Yien 3
Hacrosimata aumpekTwBa Bin3a B CHJIa Ha JBajeceTWsl JeH ciel JeHS Ha
myOnukyBaHeTo 1 B OdunuaneH BecTHUK Ha EBponelickus Chro3.

He ce Tpancnonupa

Yuen 4
AJpecaTy Ha HACTOsIIaTa TUPEKTHBA Ca IbP)KABUTE WICHKH.

He ce Tpancnonupa

MHPUJIOKEHUE
B mpunoxenue III kem Jlupektusa 2011/65/EC Brucsane 2 6) 3) ce 3aMeHs ChC
CJIE/IHOTO:

OcBo0o:xxnaBane OOXBaT u JaTH Ha NIpUJIaraHe
.2, |Henuueiinu namnu ¢ TpwiieHToB  |M3THua Ha 24 despyapu 2023 r.;
0), [tymuHOQOp M AMAMETHP Ha paspelieHo e u3nons3Banero Ha 10 mg Ha

3) [ppbata > 17 mm (manpumep T9):
15 mg

itamna ot 25 ¢espyapu 2023 1. 10
24 pespyapu 2025 1.

I1. B IIpuioxenne Ne 1 ce mpaBsAT cjJeHUTEe U3MEHEHUS
U JO0I'bJIHCHUSA

3. Touka ,,2, 6), 3) ce 3aMeHsI ChC CJEAHOTO: B KOJOHA
,»OcBOOOXmaBane™: ,HennHeWHW JIaMIId C TPUICHTOB
nymuHOQOp M AMameTsp Ha TphOata > 17 mm (Hampumep
T9): 15 mg, a B kosnoHa ,,O0XBaT M JaTW HA TpUIaraHe™:
LA3tmaa Ha 24 ¢Qespyapum 2023 r.; paspemeHo e
n3nomsBanHeTo Ha 10 mg Ha namma ot 25 despyapu 2023 r.
1o 24 ¢espyapu 2025 r.*.

IIsano

15



Henerupana JIupextuna (EC) 2022/283 na Komucusra ot 13 nexkemspu 2021
roAMHA 32 H3MEHeHHe, C IeJl NpUBeXkKIaHe B ChOTBETCTBHE C HAY4YHO-
TeXHHYeCKHMs HanpeIbk, Ha npujoxenue III koM JupexkTusa 2011/65/EC Ha
EBponeiickust napjamMeHnT 1 Ha ChbBeTa 10 OTHOIIEHUE HA 0CBOOOKAABaHE OT
OrpaHMYeHHETO 32 yHmoTpedaTa Ha KMBAK B HATPHEBH JAMIH C BHCOKO
HaJIsiraHe (JJaMIM C HATPMEBH NapH) ¢ NOA00pPeH MHAEKC Ha LBeTONpeJaBaHe
3a meJinTe Ha 0010TO ocBetyeHue (OB, L 43/54, 24.02.2022 r.).

IIpoexT Ha 3anoBex Ne PJI - 289/27.05.2016 r., u3menena
U gombjHeHa cbe 3amoen Ne PJI - 147/28.02.2017 r.,
3anosenq Ne PJI — 611/11.09.2017 r., 3amoBen Ne PJI -
224/23.04.2018 r., 3anosex Ne P/ - 401/22.05.2019 r.,
3anosen Ne PJI — 145/14.02.2020 r., 3anosex Ne P/ —
467/23.06.2020 r., 3anosex Ne PJI - 633/17.06.2021 r. u
3amoBex Ne PJI - 55/18.01.2022 r. Ha MHHHCTBpPa Ha
0KOJIHATA cpea U BOJAUTE

CrLoTBeTCTBHE

Unen 1
[punoxenne III xpm HupextuBa 2011/65/EC ce m3MeHs B CBOTBETCTBHE C
MIPWJIOKEHNETO KbM HACTOAIIATA JUPEKTUBA.

He ce Tpancnonupa

Yuren 2

1. Isp>kaBuUTE YICHKH IpUeMart U ITyOIMKyBaT He o-KbcHO oT 30 centemBpu 2022
I. 3aKOHOBHTE, IT0JI3aKOHOBHUTE M aJMHUHUCTPATHBHUTE Pa3nopenou, HeoOX0IuMH,
3a 1a ce cpoOpaszsiT ¢ HacTosara jaupekThBa. Te He3abaBHO chOOLIABAT Ha
KomucusTta TekcTa Ha Te3H pa3nopeaou.

Te mpunarat Te3u pazmopendu ot 1 okromBpu 2022 roanHa.

Korato nppkaBuTe WICHKH IpHUeMaT Te3W pas3nopendu, B TAX ce ChABbpPXKA
[1030BaBaHe HA HACTOSAIIATA TUPEKTHUBA UIIH TO C€ M3BBPIIBA IPH OPUIIHATHOTO UM
myOsMMKyBaHe. YCIOBHATA W PeIbT Ha MO30BaBaHE CE ONPENENAT OT JbpKaBHTE
YJICHKU.

Hacrostata 3anosen ce npunara ot 1 okromBpu 2022 r. no
OTHOIIIEHHE Ha:

-1.4,0);4,06)—1;4,0) — I u 4, 6)— Il or [Ipunoxenune No
1, B ChOTBETCTBUE CHC CPOKA, MOCOYEH B Wi. 2, maparpad 1
ot Jlenerupana qupektusa (EC) 2022/283;

l. B yactra ,Hapexnam* ce cb31aBaT TOUKHU T. 63 - 74:
72. lenerupana lupexrura (EC) 2022/283 na Komucusira ot
13 nexemBpu 2021 roanHa 3a UISMEHEHHE, C e IPUBEXKIAHE
B CHOTBETCTBHE C HAYYHO-TEXHHYCCKHs HAIpEIabK, Ha
mpunoxenne Il  xem  upektmBa 2011/65/EC  Ha
EBpomneiickust mapiameHT u Ha ChBeTa MO OTHOIICHHE HA
0CBOOOXKJaBaHE OT OIPaHIMYCHHUETO 3a yrmoTpedaTa Ha KUBAK
B HATPHUCBH JIAMIIH C BUCOKO HaJIsTaHE (JIAMITA C HATPHEBU
mmapu) ¢ mojgoOpeH NHAEKC Ha I[BETONPEIaBaHe 3a [eJINTE Ha
obmroro ocseriienue (OB, L 43/54, 24.02.2022 1.).

He ce Tpancnonupa

IInano

IIsano
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2. Z[’bp)I(aBI/ITe YJIICHKHU C’LO6IlIaBaT Ha Komucusata TekcTa Ha OCHOBHHTE
pa3r10pez[6n OT HAHMOHAJIHOTO 3aKOHOAATECJICTBO, KOUTO TC MpHUCMAT B O6J'IaCTTa,
ype€acHa ¢ HacTodllaTa JUPECKTHUBA.

He ce Tpancnonupa

Ysaen 3
Hacrosimata nmupekTiBa BiHM3a B CHJIa Ha JBaJeceTus AEH clel JAeHd Ha
myOnukyBaHeto u B OdununaneH BecTHUK Ha EBponeickus Cpro3.

He ce Tpancnonupa

Yien 4
AzipecaTy Ha HACTOSIIATA IUPEKTHBA Ca AbPKABUTE WICHKH.

He ce Tpancnonupa

MNPUJIOKEHUE
B npunoxenue 111 kpm Iupextusa 2011/65/EC Bnucanus 4 6), 4 6) - 1,4 6) - 11
n 4 0) - III ce 3amMeHST CbC CIETHOTO:

OcB000K1aBaHe Oo0xBar u
AATH Ha
npujiaraHe
[, 4,)K¥Bax B HATPHEBY JIAMITH ¢ BUCOKO HAJITaHE (JIAMITH C M3TH4a Ha
0) [HaTpmeBW mapH) 3a IETUTE Ha OOIIOTO OCBETICHHUE, KoiiTo |24 deBpyapu

He MpeBHIaBa (Ha TOpesKa) B JJaMITH ¢ oqo0peH uHaekc Ha|2027 .
iBeTonpenasane Ra > 80: P < 105 W: morar nia ce
M3moi3BaT 16 mg Ha ropenka

4, PKuBax B HaTpHeBH JIaMIIH C BUCOKO HaJIATaHe (JIJAMITH C M3Tua Ha
0) -[HaTpHeBH Mapu) 3a LeIUTe Ha O0IIOTO OCBETIICHUE, KOUTO [24 deBpyapu
| |He mpeBuIIaBa (Ha ropelika) B JIaMIu ¢ nogoopeH uxaekc Ha2023 r.
BeTonpenaBane Ra > 60: P < 155 W: morar nia ce
3non3Bat 30 mg Ha ropenka

4, PKuBax B HaTpHeBH JJaMIIH C BUCOKO HaJIATaHe (JIJAMITH C M3Tua Ha
0) -[HaTpHeBH Mapu) 3a eIUTe Ha 00IIOTO OCBETIICHUE, KOUTO [24 deBpyapu
Il e mpeBuIIaBa (Ha ropelka) B JIamMIu ¢ nogodpeH uuaekc Ha2023 T.
BeTonpenaBaHe Ra > 60: 155 W <P <405 W: morar aa ce
m3non3BaT 40 mg Ha ropenka

4, PKuBax B HaTpHEeBM JaMIIM C BUCOKO HaJIsITaHe (JIaMITH C M3Trya Ha
0) -[HaTpHeBH Mapy) 3a LeInuTe Ha 00IIOTO OCBETIeHUE, KOWTO  [24 deBpyapu
Il jHe mpeBumIaBa (Ha ropesnka) B JlamMIu ¢ nopoopeH nuaexc Ha2023 r.*
BeTonpenaBane Ra > 60: P > 405 W: morar na ce
3non3BaT 40 mg Ha ropenka

II. B IIpuioxenne Ne 1 ce npaBsT cjleJHUTE U3MEHEHUS
U JOMbJIHEHH:

7. TouxkurT.4,0);4,0)—1;4,06)— 11 u 4, 6)— III ce 3amensT
ChC CJIEHOTO:

a.) Touxka ,4, 6)“, B koyoHa ,,OcBoOOKMaBane " , )KuBak B
HATPUCBH JIAMIIH C BHCOKO HayisArane (JIaMIH C HATPHEBU
mapy) 3a [eidurte Ha OOIIOTO OCBETIICHHE, KOHTO He
MpeBHIIaBa (Ha TOpENKa) B JAMITH C TOZOOpPEH MHIEKC Ha
useronpenasane Ra> 80: P <105 W: morart aa ce nuznon3sar
16 mg Ha ropenka“, a B KojoHa ,(O0XBaT W IaTH Ha
npuiarade’: ,,/3tmua Ha 24 pepyapu 2027 ..

6.) Touka ,,4, 0) - I, B xosona ,,OcBoOOk1aBane™: ,, JKuBak B
HATPHEBH JIAMIIM C BHCOKO HaJsraHe (JIaMIM C HATPUEBH
mapu) 3a LeJuTe Ha OOIIOTO OCBETJICHHWE, KOWTO He
IpeBUIaBa (Ha ropeika) B JIAMIH C MOJOOPEH MHIEKC Ha
nBeronpenasane Ra> 60: P < 155 W: morar n1a ce usnon3Bar
30 mg Ha ropeinka“, a B KojoHa ,O0XBaT W JaTH Ha
npunarane”, ,,VI3tnda Ha 24 deBpyapu 2023 1.

B.) Touka ,,4, 0) - II*, B kosona ,,OcBoboxxaaBane*: ,, JKuBak
B HATPHUEBH JIAMIIH C BUCOKO HaJIsTaHE (JIAMITA C HATPHEBU
mapy) 3a M[eiduTe Ha OOIIOTO OCBETIIEHHE, KONTO He
MpeBHIIaBa (Ha TOpeNKa) B JaMITH C TOZOOpPEH MHIEKC Ha
useronpenasane Ra > 60: 155 W <P <405 W: morar na ce
u3mon3Bar 40 mg Ha ropenka“, a B KoJoHa ,,O0XBaT U IaTH
Ha npunarane®: ,,MI3tnya Ha 24 deBpyapu 2023 r.“.

r.) Touka ,4, 6) - III*, B konoHna ,,OcBobOoxaaBane™: , JKuBak
B HATPHEBH JIAMIIM C BUCOKO HaysiraHe (JIAMIA C HATPHEBU
mapy) 3a [enure Ha OOIIOTO OCBETIEHHe, KOMTO He
IpeBHIIaBa (Ha TOpeNKa) B JAMIIM C TOZOOpPEH MHAEKC Ha

IInano
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uBeronpenaBane Ra > 60: P> 405 W: morat 1a ce u3nomn3par
40 mg Ha ropenka“, a B KoiioHa ,,O0XBaT W JaTd Ha
npuiarane”: ,,M3tuua Ha 24 pespyapu 2023 r.“.

Henerupana dupextusa (EC) 2022/284 na Komucusita ot 16 nexkemspu 2021
roAMHA 32 HM3MEHEHHe, C [eJ MNpHBEkKAaHe B ChOTBETCTBHE € HAYy4HO-
TeXHUYEeCKHs HanpeabK, Ha npuioxkenue IIT kem JIupexruna 2011/65/EC na
EBponerickus napyjaMenT 1 Ha ChBeTa N0 OTHOIIEHHE HA 0CBOOOXKIaBaHe OT
OrpaHHYeHHeTO 3a YynoTpedaTa Ha JKMBAK B [JIBYNOKbJIHH JIHHEHHHU
JYMHHeCHeHTHH JaMIU 3a HejuTe Ha o0moto ocBersenne (OB, L 43/57,
24.02.2022 r.).

IIpoexkT Ha 3anoBex Ne PJI - 289/27.05.2016 r., u3meHena
H JonmbjJHeHAa cbe 3amoBex Ne PJI - 147/28.02.2017 r.,
3anosenq Ne PJI — 611/11.09.2017 r., 3anoBex Ne PJI -
224/23.04.2018 r., 3anoex Ne PJI - 401/22.05.2019 r.,
3anmoBen Ne PJI — 145/14.02.2020 r., 3anoBen Ne P/ —
467/23.06.2020 r., 3anoBex Ne PJI - 633/17.06.2021 r. u
3anoBen Ne PJI - 55/18.01.2022 r. Ha MUHHCTBpPAa HA
0KOJIHATA Cpeaa M BOAUTE

CnoTBeTCTBHE

Yiren 1
[punoxenne III xem HupextuBa 2011/65/EC ce m3MeHS B CBHOTBETCTBHE C
IIPUII0KESHUETO KbM HACTOSIIATa TUPEKTUBA.

He ce Tpancnionupa

Yaen 2

1. IpprxkaBUTE WICHKH NPHEMaT U ITyOIUKyBaT He o-KbCcHO OT 30 centemBpu 2022
T. 32aKOHOBUTE, MOJJ3aKOHOBUTE ¥ aJIMUHHUCTPATUBHHUTE Pa3Nopendu, HEOOXOAUMH,
3a Ja ce ChoOpas3siT C HacTosIaTa JUPEKTHBAa. Te He3a0aBHO chOOLIaBaT Ha
KomucusTta TekcTa Ha Te3H pa3nopeaou.

Te npunarat te3u pazmopenou ot 1 okromBpu 2022 roanHa.

Korato nbppxaBuTe UIEHKM NpHEMaT Te3W pasnopeadu, B TIX ce ChIbpKa
1I030BaBaHe Ha HACTOSIIIATAa JUPEKTHBA WM TO CE U3BBPIIBA IIPU OUINATHOTO UM
myOJMMKyBaHe. YCIIOBHSATA M PEObT Ha IO30BaBaHE C€ OMPENENSAT OT JIbpP)KaBUTE
YICHKH.

Hacrosiara 3anoBen ce npuiara ot 1 okromBpu 2022 r. o
OTHOILICHHE Ha:

-2, a); 2,a), 1); 2, a), 2); 2, a), 3); 2, a), 4); 2, a), 5) ot
[Ipunoxenne Ne 1, B CbOTBETCTBHE ChC CPOKA, TOCOUEH B UL
2, naparpad 1 ot Jlenerupana aupexrusa (EC) 2022/284;

I. B yactra ,Hapexnam* ce cb31aBaT TOUKHU T. 63 - 74:
73. Jenerupana dupextuBa (EC) 2022/284 na Komucusra
or 16 pexemBpu 2021 roguHa 3a H3MEHEHHE, C LEI
MPUBEXKIaHE B CBHOTBETCTBHE C HAYYHO-TEXHUYCCKUS
Hanpensk, Ha nprmioxenue 11 kM upexrusa 2011/65/EC
Ha EBporetickus mapnameHnT u Ha ChBeTa 10 OTHOIIICHUE Ha
0CBOOOKJaBaHE OT OTPAHUYCHUETO 32 YIIOTpedaTa Ha KUBAK
B JIBYIIOKBJIHU JIMHEHHW JTYMUHECIICHTHH JIAMIIH 32 IIeJINTe
Ha obmoro ocsemiienue (OB, L 43/57, 24.02.2022 1.).

He ce Tpancnonupa

IInano

IIbano
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2. JIppxaBuTe WICHKU ChoOmaBaT Ha KoMuCHsITa TeKCTa HA OCHOBHHTE Pa3nopeaou
OT HAI[MOHAITHOTO 3aKOHOJATEIICTBO, KOMTO TE MpHEMaT B 00JlacTTa, ypelcHa c

HacTodIaTa JUPCKTHUBA.

He ce Tpancnonupa

Yien 3

Hacrosmara nupexkTnBa BnHM3a B CHIIa Ha JBajeceTHs [eH clex ACHI Ha

myOnukyBaHeto u B OdununaneH BecTHUK Ha EBponeickus Cpro3.

He ce Tpancnionupa

Yien 4

A;Lpecam Ha HacTosdMIaTa JMPEKTUBA Ca AbPKABUTE YICHKHU.

He ce Tpancnionupa

HNPUJIOKEHHUE

B npunoxenue 111 kbMm Jupextusa 2011/65/EC pnucanust 2 a), 2 a) 1), 2 a) 2), 2 a)

3),2a)4)u 2 a)5) ce 3aMEHST ChC CIECTHOTO:

OcBo0OO:K1aBaHe

OO0xBar 4 1aTH
HA MpWJIarane

.2, a) [KuBak B ABYIOKBJIHH JIMHEWHU JTyMUHCCIICHTHH
TaMmu 3a menuTe Ha OOIOTO OCBETICHUE, KOWTO HE
MpeBUIIIaBa (Ha JTaMIIa):

2, a), 1) [TpunertoB myMUHOMOP C HOpMAITHA 3Tiaa Ha
MPOJBIDKUTEITHOCT Ha eKCIIoATallns ¥ JUaMeThp Ha [24 deBpyapu 2023
rpbOara < 9 mm (Hanpumep T2): 4 mg T.

2, a), 2) [TpuieHToB TyMHUHOMOP ¢ HOpMAJTHA M3THua Ha
[IPOABIDKUTEIHOCT Ha eKCIIoaTalus ¥ JuaMeTsp Ha [24 asryct 2023 r.
Tppbata > 9 mm u < 17 mm (sanpumep T5): 3 mg

2, a), 3) [TpuneHToB TyMHHOMOP C HOpMATTHA 3Tiga Ha
[IPOABIDKUTEIHOCT Ha eKCIIoATalus ¥ JuaMeThp Ha [24 aBryct 2023 r.
rppbata > 17 mm u < 28 mm (Hanpumep T8): 3,5 mg

2, a), 4) [TpuneHToB myMUHOMOP C HOpMAJTHA 3THua Ha
[IPOABIDKHUTETHOCT Ha €KCIIoATalUs ¥ JuaMeThp Ha [24 dhespyapu 2023
rppOara > 28 mm (manpumep T12): 3,5 mg T.

2, a), 5) [TpunerToB JyMuHODOP c rojasma |M3tuya Ha
MPOIBIDKUTENHOCT Ha excroaramms (= 25000 [24 despyapu 2023
gaca): 5 mg. .

II. B Ilpuioxenue Ne 1 ce mpaBsT cjlefHUTE H3MEHEHHS
U JOMbJIHEHH:

2. Touxu 2, a); 2, a), 1); 2, a), 2); 2, a), 3); 2, a), 4) u 2, a),
5) ce 3aMeHSIT ChC CJIETHOTO:

a.) Touka 2, a), B kojoHa ,,OcBoOOoxnmaBaHe™: , KuBak B
JIBYLOKBITHY JTMHSHHU TyMUHECIICHTHH JIAMITH 32 IeITUTE Ha
00IIOTO OCBETIICHNE, KOWTO HE MPEeBHINaBa (Ha JaMIia): .

6.) Touka 2, a), 1), B konona ,,OcBoO0oxknaBane": ,, TprIcHTOB
mymMuHOQOp C  HOpMalHa  OPOABIDKUTEIHOCT  Ha
eKCIUTOATAINsI U TUaMeThp Ha TphbaTa < 9 mm (Hampumep
T2): 4 mg", a B konoHa ,,O0XBaT M OaTW Ha TpUIaraHe™:
,»/I3TIua Ha 24 despyapu 2023 ..

B.) Touka 2, a), 2), B kosnoHa ,,OcBob0k1aBane™: ,,TpHIeHTOB
ayMuHO(GOp ¢ HOpMalHA  OPOMBDKHTEIHOCT  Ha
eKCIUTIOATaIMsI U JHaMeThp Ha Tpbbata > 9 mm u < 17 mm
(mampumep TS5): 3 mg“, a B komona ,,O6XBaT U AaTH Ha
npunarane”: ,,JI3tu4a Ha 24 aBryct 2023 1.

r.) Touka 2, a), 3), B kosoHa ,,OcBoOokHaBane: ,,TpuireHTOB
myMuHOQOp €  HOpPMalHAa  TPOABIDKUTETHOCT  Ha
eKCILTOATAIsI M JHaMeThp Ha TphOara > 17 mm u < 28 mm
(mampumep T8): 3,5 mg", a B xomoHa ,,O0XBar U JaTH Ha
npunarane’: ,,JI3tuua Ha 24 apryct 2023 r.“

n.) Touka 2, a), 4), B kojoHa ,,OcBoOOkHaBane™: ,,TpuiIeHTOB
TyMHHOGOp € HOpPMallHA  MPOIBIDKUTENIHOCT — Ha
eKCIUTOATAIlVs M TUaMeThp Ha TphbaTa > 28 mm (Hampumep
T12): 3,5 mg*, a B kojioHa ,,O0XBaT u JaTH Ha MpUIaraHe‘:
,»/I3Tr4a Ha 24 despyapu 2023 ..
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e.) Touka 2, a), 5), B kosoHa ,,OcBoOOXaBaHe : ,, T pHICHTOB
JyMUAHO(OP C rojisiMa MPOABDKUTEITHOCT Ha CKCILIOATAIIHS
(> 25 000 yaca): 5 mg*, a B KoJoHa ,,O0XBaT W JaTH Ha
npuiarane”: ,,M3tuua Ha 24 gespyapu 2023 r.“.

Henerupana JIupextusa (EC) 2022/287 na Komucusra ot 13 nexkemspu 2021
roAMHA 32 H3MEHeHHe, C IeJd NpUBeXKIaHe B ChOTBETCTBHE C HAY4YHO-
TeXHUYeCKHsl Hanpeabk, Ha npuiao:xenue III koM JupexTusa 2011/65/EC na
EBponeiickusi napjamMenT 1 Ha ChbBeTa M0 OTHOLIEHHE HA OCBOOOKIABaHe OT
OrpaHNYeHNeTo 32 yNoTpedaTa Ha KUBAK B JYMHHECUEHTHH JaMIIM 32 APYru
e Ha 00I0TO OCcBeT/ieHUe U 3a cnenuaanu ueau (OB, L 43/64, 24.02.2022

r.)

IIpoexT Ha 3anoBen Ne P/ - 289/27.05.2016 r., u3menena
u gombjHeHa cbe 3amoen Ne PJI - 147/28.02.2017 r.,
3anosenq Ne PJI — 611/11.09.2017 r., 3amoBen Ne PJI -
224/23.04.2018 r., 3amoBen Ne PJI - 401/22.05.2019 r.,
3anoBen Ne PJI — 145/14.02.2020 r., 3anosex Ne P/ —
467/23.06.2020 r., 3anosex Ne PJI - 633/17.06.2021 r. u
3anosen Ne PJI - 55/18.01.2022 r. Ha MMHHCTBpPA Ha
0KOJIHATA Cpeaa U BOAUTE

CrLoTBeTCcTBHE

Unen 1
[Mpunoxenne III kepm JupextuBa 2011/65/EC ce u3MeHS B CHOTBETCTBUE C
MIPUJIOKEHUETO KbM HACTOANIATA IUPEKTUBA.

He ce Tpancnonupa

Yaen 2

1. JIpprkaBuTE WICHKH pHEMAT M MyOJUKyBaT He 0-KbcHO oT 30 cenrtemBpu 2022
I. 3aKOHOBHTE, IT0JI3aKOHOBHUTE M aJMHHUCTPATHBHUTE Pa3nopenou, HeoOXoIuMH,
3a 7a ce cpoOpaszsiT ¢ HacTosmara jaupekThBa. Te He3abaBHO chOOLIaBAT Ha
KomMmucusita Tekcta Ha Te3u pasnopeadu.

Te npunarat Te3u paznopeadu ot 1 okromBpu 2022 roanHa.

Hacrosmara 3anoBes ce npuiara ot 1 okromspu 2022 1. 1o
OTHOIIICHHE Ha:

-1.2,0),4)—1;2,06),4)—11; 2, 6),4) — III ot [Ipunoxxenue
Ne 1, B chOTBETCTBHUE ChC CPOKA, IOCOYEH B WiI. 2, maparpad
1 ot lenerupana nupexrusa (EC) 2022/287;

He ce Tpancnonupa
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Korato ABPIKABUTC UYJICHKU HOpUeMaT TE3U pa3nopez(61/1, B TIX CC CbAbpiKa
TMO30BaBaHE HAa HACTOAIIAaTa JUPCKTHBA WJIN TO CE€ U3BHPIIBA IIPHU O(l)I/IHI/IaHHOTO M
ny6m/H<yBaHe. YcnoBusara u PCABT HAa MO30BaBaHC CC OIPCACIAT OT AbPIKABUTE
YJICHKU.

2. I[Lp)I(aBI/ITe YIJIICHKH CLO6H.[aBaT Ha Komucmsara TekcTa Ha OCHOBHHTE
pa3n0pen61/1 OT HAIMOHAJIHOTO 3aKOHOAATCJICTBO, KOUTO TC MNpHUCMAT B 06J'IaCTTa,
YpeAacHa ¢ HacToAIaTa AMPEKTUBA.

I. B yactra ,,Hapexnam* ce cb31aBaT TOYKH T. 63 - 74:

74. lenerupana upexrusa (EC) 2022/287 na Komucusita ot
13 nexemBpu 2021 roauHa 3a U3MEHEHHE, C LIe] MPUBEXKIAHE
B CBHOTBETCTBHE C HAyYHO-TEXHWYECKHsI HANpeabK, Ha
npuwitoxkenne Il xem  upektuBa 2011/65/EC  Ha
EBpomneiickus mapiameHT u Ha ChBeTa 1O OTHOIICHHE Ha
0CBOOOXKJaBaHE OT OTPaHIMYCHHUETO 3a yrmoTpedaTa Ha KUBAK
B JIyMHUHECLUCHTHH JaMIM 3a APYTH IeIH Ha OOIIOTO
ocBeTsieHUe U 3a cnenuanyu nemn (OB, L 43/64, 24.02.2022

T.).

J16%4:0)

He ce Tpancnonupa

Yien 3
Hacrosimata aumpekTHBa BiM3a B CHJIa Ha JBajeceTUsl JCH cJel JCHS Ha
nyosukyBanero i B Odunpanen BecTHUK Ha EBponielicKust Chio3.

He ce Tpancnonupa

Yien 4
AJpecaTu Ha HACTOsIIIAaTa TUPEKTHUBA Ca IbP>KABUTE WICHKH.

He ce Tpancnonupa

MNPUJIOKEHHUE

B mpunoxenue Il kem JupektuBa 2011/65/EC BmucBane 2 0) 4) ce 3aMeHsS ChC
CIIETHOTO:

OcBo0o:Kk1aBaHe OO0XBaT M 1aTH HA

npuJjaraHe

,,2, 0), Plammu 3a qpyru nenu Ha 001m0To ocBeTeHue U 3alll3tiuua Ha oT 24

4) — | cienmanay e (HanpuMep HHAYKIIMOHHA (beBpyapu 2025 roauna

mammn): 15 mg

2,0), Plammm, n3mpuBaIy MPEJUMHO CBETIIMHA OT M3trua Ha oT 24

4) — |ynTpaBHOJIETOBHS CIEKTHP: 15 Mg (beBpyapu 2027 roguHa

1|

2,0), Ulammu OoT cuCcTeMU 3a aBapUITHO OCBETIICHHE: M3tr4a Ha ot 24

4) — |15 mg (beBpyapu 2027

1l roiuHa‘

I1. B IIpuioxenne Ne 1 ce mpaBsAT cJeHUTEe U3MEHEHUS
U 10IIbJIHCHUS

4. Touka 2, 6), 4) ce 3aMeHsI CbC CJETHOTO:

a.) B koyioHa ,,Ne*“ 1. 2, 0), 4)“ ce 3amens ¢ ,,T. 2, 0), 4) — I,
B KoyioHa ,,OcBoOoXaaBaHe: ,JlamMmu 3a Opyru Uenu Ha
0o0IIOTO OCBETJICHWE W 3a CHElNHaHU Ienu (Hampumep
WHAYKIIMOHHM Jlammnn): 15 mg*, a B konoHa ,,00XBat u 1aTh
Ha npuiarane: ,,Mi3tuda Ha 24 deBpyapu 2025 ronuHa‘.

0.) B xosnoHa ,,No“ ce cp3maBa Touka ,,T. 2, 0), 4) — II“, B
koJoHa ,,OcBoOokaaBaHe : ,,JlamMmu, U3ILYBAIIN TPETUMHO
CBETJIMHA OT YATPaBHOJIETOBHS CIEKTHP: 15 mg*, a B koloHa
,»OOXBaT u naTu Ha npwiarade™: ,,M3tuua Ha 24 deBpyapu
2027 roguHa“.

B.) B KoJIOHa ,,Ne“ ce ch3maBa Todyka ,,T. 2, 0), 4) — III, B
kosoHa ,,OcBoOokmaBane: ,Jlammm oOT cucreMd 3a
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aBapuiHO ocBeTieHue: 15 mg®, a B konoHa ,,O0XBaT U 1aTu
Ha npunarane‘’: ,,/3tuda Ha 24 deBpyapu 2027 roguHa‘.
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