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PE[TIAMEHT (EC) 2024/858 HA KOMUCUSTA
ot 14 mapr 2024 ronuHa

3a u3MeHeHue Ha Pernament (EO) Ne 12232009 na EBponeiickus napnaMenT u Ha CbBeTa 10 OTHOLIEHME

Ha ynorpeGaTa Ha HAHOMaTepHallM OT CHIIOTIMMeEp HA CTUPEH C AKPUIATH, HATPUICHIBPIKALL CHIIOIIMMED

Ha CTMpeH C aKkpwiaTy, Mefl, KOIOMIHA Mefl, XMIPOKCMANATUT, 371aT0, KOJIOMIHO 37aTo,

THOETWIAMUHOXMATTyPOHOBAa KMCEIIHA CBbC 371aTO, aleTHIXeNTanenTua-9 ¢ KOIOMTHO 371aTo, MIIaTMHA,

KOJIOMJHA IVIATMHA M aueTWITeTpanenTua-17 ¢ KoNoMIHa IIATUHA U KOJIIOMIHO CcPedpo B KO3METHYHM
NPOIYKTH

(Tekct ot 3Hauenue 3a EUII)

EBPOIIEICKATA KOMUCHS],
Kato B3e mpeur [1oroBopa 3a yHKIMOHMPAHETO Ha EBporieiickus chios,

Karo B3e npenpup Permament (EO) Ne 1223/2009 na Esponerickust mapnament u Ha CbBera or 30 Hoempu 2009 r. OTHOCHO
KO3METMYHMTE MPORYKTH (1), M Mo-crienmanHo wieH 16, maparpad 6 ot Hero,

KaTo MMa NpelnBui, ue:

(1) B Permament (EO) Ne 1223/2009 ce mpemBixna, ue 3a BCeKM KO3METHHUEH MPOIIYKT, KOWTO ChIbpKa HAHOMATEpHAIy, TpsiOBa
I1a ce OCUTYpsIBa BIICOKA CTeleH Ha 3alliTa Ha YOBEUIKOTO 31pase. OCBEH TOBA B IOCOUEHNS! PEINIAMEHT Ce PEHBIIKIIA, Ye aKO
Kommcusita MMa omaceHns BbB Bpb3Ka ¢ 6e301acHOCTTa Ha IafieH HAHOMAaTepuart, Tst Tpsi0Ba 1a oTpay yckaHe 1o Hayurms
KomuteT 1O OesomacHoct Ha motpeGurermte (HKBII) 3a mpencTapsiHe Ha CTAHOBMINE OTHOCHO OE30MAcCHOCTTA Ha
HAHOMATepMasla BbB BPb3Ka C M3MOM3BAHETO MY B KO3METHUH IPOLYKTIL

(2)  Ha 8 smyapu 2021 r. HKBII mpue ,Hayuno craHoBumie OTHOCHO 6€30MACHOCTTA Ha HAHOMATEPUATIATE B KOBMETUUHNTE
nponykru“ (3, B KOETO CTUIHA [0 3aKIIOYCHMETO, Ue IPY KONMEKTHBHO pA3INeXIaHe HA QUBMKOXVMMUUHNTE,
TOKCUKOJIOTMYHNTE U CBbP3aHMTE C EKCIO3MLMATA ACIeKTM Ha CHIONMMEP Ha CTupeH ¢ akpwiaté (HaHo) (CAS
Ne 9010-92-8) u xonoumHo cpebpo (HaHo) (CAS Ne 7440-22-4) chluecTByBa OCHOBaHMeE 32 O€3MOKOICTBO, Y€ MOCOUCHNMTE
HaHoMarepuany, Hotuguumpanum upes [loprama 3a HoTmduumpane Ha kosmermuny mpomyktu (CPNP), mMorar ma
IIPEJICTABIISIBAT PYICK 34 3IPABETO HA MOTPEOMTEINTE, KOTATO CE U3MO3BAT B KO3METUUHY IPOIYKTIL.

(3)  Ha 5 wmapr 2021 r. HKBII npue CraHoBuIIEe OTHOCHO Meq (HaHO) 1 KonounHa Mex (HaHO) (°) (CAS Ne 7440-50-8), B KoeTo
CTUTHA JI0 3aKITIOYEHMETO, Ye He € BH3MOXKHO [ Ce M3BbpLIM OLIeHKA Ha 0e30MaCHOCTTA OPamy OrpaHNueHAaTa K JTUICBAILA
chutectsera nadopmaums. HKBIT oGaue mocoun, ye Bb3 OCHOBA Ha HAlMYHATA MHGOPMALIMS OT HAYYHATA JTUTEPATYpa U B
CPNP e Bb3MOZKEH CUCTEMEH PMeM Ha MeIHM HAHOUACTUIIN (/Wi MEIHY JOHM) ¥ TOBa MOKe [1a IOBefle 10 HATPYIBAHETO
¥IM B HSIKOM OpTaHI, MO-CIELUATHO B uepHust pob u nanaka. Ocsen tosa HKBIT ycTaHOBH, Ye MOTEHIMATIHOTO MYTAreHHO|
TEHOTOKCMYHO M MMYHOTOKCHMYHO/HePPOTOKCUUHO BB3LEHCTBIE HA MEIHMTE HAHOMATEPHAIM MOPaXMma OMACEHMWS, KOMTO
OINpAB[IABAT [IOMb/IHUTENIHA OLIEHKA Ha 6e30MacHOCTTa Ha MeTHIUTE HAHOMATEPUAIIM, M3MON3BAHM KATO KOBMETUYHI ChCTABKL.

(4)  Ha 25 rorn 2021 r. HKBII npue Cranosume (*) oTHOCHO 31aTo (HaHO), KonounHo 3nato (HaHO) (CAS Ne 7440-57-5),
TUOCTUIIAMMHOXMATIyPOHOBA KuceNnyHa cbe 37ato (HaHO) (CAS Ne 1360157-34-1) u auerunxentanentug-9 ¢ KOJIOUIHO
anaro (HaHo) (6e3 mocoueH CAS HoMep) u BTOpO cTaHoBuiLe (*) OTHOCHO IUIATVMHA (HAHO), KononnHa miatuHa (Hano) (CAS
Ne 7440-06-4) u auerunrerpanentun-17 ¢ KonoumHa miatuHa (HaHo) (6e3 mocouen CAS Homep). U B mBete cTaHOBMIIA
HKBII crurHa [0 3aKITIOYEHNETO, Ue € HEBB3MOXKHO Ma C M3BBPIIN OLECHKA Ha Oe30IacHOCTTA [OpPamy OTpaHMUeHATa MK
JIUTICBALIA ChUIECTBEHA MHGOpPMALMS. BBIpeKy TOBA, Bb3 OCHOBA Ha KOJIEKTMBHOTO PasmIekKiaHe Ha (U3MKOXMMUYHMTE,
TOKCMKOJIOTMYHMTE Y CBbP3aHUTE C €KCHO3MUMATA ACIEKTH, TOI ChLIO TaKa CTUIHA [0 3aKJIIOYEHMETO, Ye M3MOJI3BAHETO Ha
TaKyMBa HAHOMATEPUAJI B KO3METUYHM IPOIYKTH MOXKe [1a MPENCTABIIsABA PYUCK 3a 3IPABETO Ha OTpeOuTENMTE.

(') OBL342,22.12.2009 r., ctp. 59.

(%) HKBII (Hayuen komuter 1o Ge30macHOCT Ha notpebutenute), Hayuso craHoBMILE OTHOCHO G€30M1aCHOCTTa HA HAHOMATEPUAIIATE B KO3METUYHNTE
IPOIYKTH, HEOKOHUYATEITHA Bepcust oT 6 oktomspy 2020 r., okoHuaterHa Bepeust ot 8 siHyapy 2021 r., SCCS/1618/20, nonpaska or 8 mapr
2021 .

(*) HKBII (Hayuen komurer mo Ge3onacHoct Ha norpeGutermte), CTaHOBMIIE OTHOCHO Mell (HAaHO) M KOJIOMIHA Mefl (HaHO), HEOKOHYATENHA BepCHst
or 27-28 oxromspyu 2020 1., oKoHYaTenHa Bepcust ot 5 Mapr 2021 r., SCCS[1621/2020

(*) HKBII (Hayuen xomurer no GezomacHoct Ha norpeGurenute), CTaHOBMILE OTHOCHO 3/1aTO (HAHO), KOJIOMIHO 371aTO (HAHO), TMOETIIIAMUHOXMA-
JIlypOHOBA KMCENVHA CbC 371ATO (HAHO) M alleTMIIXeNTarnenTya-9 ¢ KOJOMIHO 371aTO (HAHO), OKOHYaTenmHa Bepcys oT 24—25 roum 2021 r.,
SCCS[1629/2021.

() HKBIT (Hayuen xommurer mo GesomacHoct Ha norpeGurenmre), CraHoBuile OTHOCHO IUIATMHA (HAaHO), KOJNOMIHA IUIATMHA (HAaHO) U
aueTuITeTpanenTii-17 ¢ KononiHa IaTiHa (HaHo), OKOHYaTenHa Bepeust or 24—25 roum 2021 r., SCCS[/1630/21
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(10)

C ornen Ha craHosumara 1 npenopbkara Ha HKBII mMoxe Ha ce 3akimiounm, ye HAMA HOCTATBYHO HAHHM 3a OLEHKA Ha
0€30MaCHOCTTa Ha CHIONMMEDP HA CTUPEH[aKpWIaTy (HAHO), HATPUEB CTUPEH[AKPUIATEH CHIONMMMEpP (HAHO), Mell (HaHO),
KOJTOMIIHA MelI, KOTIOMIHO cpebpo (HaHO), 31aTo (HaHO), KOTIOMIHO 37TaTO (HAHO), TMOCTMIIAMUHOXHMAITYPOHOBA KMCETMHA ChC
371aTO  (HAHO), ALeTMIIXENTANeNnTUA-9 ¢ KOJIOMOHO 371aTO (HAHO), IUIATMHA (HAHO), KOJOMOHA IUIATMHA (HaHO) M
aueryiTeTparnenti-17 ¢ KONMounHa IaTiHa (HaHO) B KO3METWYHY NPOIYKTH U CIIeIOBATeNHO € Haylylle MOTeHIMaIleH PUCK
3 3[PABETO Ha YOBEKa, IPOM3THUALY OT yoTpebaTa Ha Te3y BELIECTBA B TAKMBA IPOLYKTI.

Ha 22 mapr 2023 r. HKBII npue CranoBuuse oTHOCHO xuupokcuanarut (Hauo) (°) (CAS Ne 1306-06-5/12167-74-7).
HKBII cTira o 3aKIOYeHNETO, Ye XMIPOKCHANATUTHT (HAHO) € Ge30TaceH, KOraTo ce M3MoJI3Ba B KoHIeHTpaumu 1o 10 % B
nacra 3a 356u u 10 0,465 % BbB Bomata 3a ycra. HKBII cbiio Taka momuepra, e 3aKIIOUEHMSATA My Ce TPUITAraT camo 3a
XUIPOKCHATIATUT (HAHO), CbCTABEH OT MPBUKOBMIHM YaCTHIM, KOUTO HAMAT NMOKPUTYE, HUTO Ca IOBHPXHOCTHO IPOMEHEHMN,
ot kouto moue 95,8 % (or Opost Ha yacTMLMTE) MMAT CHOTHOLIEHME HA CTpaHMTe IOF 3, a ocraHaimmre 4,2 % MMar
CHOTHOLIEHME Ha CTPaHMTe, He NMO-TOMAMO OT 4,9. OcBeH ToBa He Osixa NPECTaBeHM HaHHM, KOMTO [IaBAT BH3MOXKHOCT 33
OLeHKAa Ha 0e30MaCHOCTTa Ha TOTpeOMTENMTe TPHM eKCMO3MLMA upe3 BuuumBaHe, mopamyu koero HKBII momuepra, ue
3aKITIOUEHMSATAa My He Ce OTHACAT 3 NPWMIIATaHM ChC CIIpeli IPOMYKTH, KOMTO OMXa MOITIM [1a [OBETAT DO eKCIIO3MIMS Ha
HaHOYaCTMIM Ha Oenute poOOBe Ha MOTpeOUTENUTE Upe3 BIMIIBAHE.

[Ipemsyunm cranosmmero Ha HKBII Moxe ma ce 3akimroum, 4e ChLIECTBYyBa IHOTEHIMANlEH PVUCK 3a 3[IPaBeTO Ha 4YOBEKa,
IpOM3TUYALL OT ymoTpebaTa Ha XMAPOKCHANATUT (HAHO) B KO3METMYHM IPOIYKTH, KOIaTo KOHUEHTpAIMSTa Ha TOBA
BelIeCTBO Ha[BMINABa ONpeNerIeHN HiBa MM KOTaTO Ce VM3ION3Ba B IIPUIIaraHM ChC CIpeli MPOIYKTH, KOETO MOXe Ja OBene
10 eKCIO3MIMs Ha HaHoyacTMIy Ha Oenmre mpoGoBe Ha morpeGutenmte upe3 BmuuBade. [lopamy ToBa yroTpebata Ha
XUIPOKCHATIATUT (HAHO) B KOBMETMYHM HPOIYKTM CIiefBa 1 Oble OrpaHMueHa IO MaKCMMalHa KOHIeHTpauus ot 10 % B
nacra 3a 350u u 0,465 % BLB BOIA 3a yCTa ChC CHOTBETHUTE XapaKTEPUCTHKM, IOKATO yrmoTpebara Ha XMIPOKCHAMATUT
(HaHO) B MPMIOKEHMS, KOMTO MOIaT [id IOBENAT MO eKCro3uimst Ha Oemure mpoboBe Ha KpaitHusi motpeGuTen upes
BOMIUBAHE, He CITefBa 1a Oblie paspelleHa.

Topamu ToBa Pernament (EO) Ne 1223/2009 cnensa ga Gbiie ChOTBETHO M3MEHEH.

Ha npommueHocTTa CriefiBa fja ce MPEIOCTaBM PasyMeH MEpHoIl OT BpeMe, 3a M1 ce MPUCIocoOy KbM HOBUTE M3MCKBAHI,
BKITIOUMTEIIHO KATO BHeCe HEOOXOMMMHUTE KOPEKUMY BB (GOpMysalymTe Ha NPOLYKTUTE M €TMKETUPAHETO, 3a Aa Ce
TapaHTMpa, 4e Ha Tlazapa ce MycKaT eNMHCTBEHO KO3METMUHM MpONYKTH, KOMTO OTIOBAPAT HAa HOBUTE M3MCKBaHMs. Ha
MKOHOMMYECKUTE OIEpPaTOpM CilefBa ChLIO TaKa Ha ce NMPENOCTaByM Pa3yMeH Iepyof OT BpeMe, 3a IIa M3TEINAT OT Ma3apa
KO3METIYHNUTE MPOMYKTH, KOUTO He OTrOBapsT HAa HOBUTE M3MCKBAHMS M KOMTO Ca IIyCHATM HA Ta3apa Npemy HOBUTE
U3MCKBaHNS [1d 3aII0YHAT [1a ce MpuiaraT. [IpOIbIKUTEIHOCTTa Ha Te3y MepUOHy CrefBa [Ia ce ONpeNesy, KaTo ce B3eMaT
npensun onacerysta Ha HKBII 1 noTeHIManHmaT puck 3a 30paBeTo HA HOBEKA, CBbP3aH CbC 3aCETHATMTE HAHOMATEpPUAII,
KAaKTO 1 GPOSIT Ha 3aCETHATUTE KO3METUYHM TPOTYKTIL.

MepK]/ITe, NpeaBuaCHN B HACTOSILIMS PEITIaMEHT, Ca B CbOTBETCTBME CbC CTAHOBMILETO Ha [TocTosiHHMSA KOMUTET IO
KO3METUYHUTE ITPOMYKTH,

[TPUE HACTOALLNA PEITIAMEHT:

Unen 1

Tpunoxenus II u 11T keM Permament (EO) Ne 1223/2009 ce M3MeHSIT B CbOTBETCTBIE € MPIUITOKEHUETO KbM HACTOSIIMS PEITIAMEHT.

Ynen 2

Hacrosiumsr pernaMenT BiM3a B CMJ1a Ha IBaieCETUA NEH CIIEN NEHA Ha Hy6]’II/IKyBaH€TO My B O(})uu,ua/zen B8CCMHUR HA Esponeﬁcnug

Co103.

() HKBIT (Hayuen xkommrer no GesomacHoct Ha morpeOurermre), CTaHOBMIE OTHOCHO XMIPOKCHANATUT (HAHO), HEOKOHYATENIHA BEpCHsl OT

4 siyapu 2023 1., OKOHUaTeNHa Bepcyst ot 21-22 mapr 2023 1., SCCS[1648/22

ELL http://data.europa.eu/elijreg/2024/8580j
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Hacrostmmsr PEITIaMenT € 3aIbJIZKUTEIIEH B CBOATA LSAJIOCT M CE Npuiiara MpAKO BbB BCMYKM ObpKaBy
YJICHKN.

Cpcraseno B bprokcen Ha 14 mapr 2024 rogyna.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN

ELL http://data.europa.eu/elijreg/2024/8580j
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[TPUTTO2KEHUE

TMpunoxenns I n 11T kem Permament (EO) Ne 1223/2009 ce M3MeHSIT, KaKTO CrieqBa:

1) B npunoxenue II ce mOOABAT ClIENHMTE BIMCBAHUS:

Peepenten Homep

VneHTMUKALVS HA BEIIECTBOTO

Xumnuro HaumeHosaHue/INN CAS Homep EO nomep
a 6 B r
21725 Styrene/Acrylates copolymer (nano) [INCI] (*) 9010-92-8 927-710-1
Sodium Styrene/Acrylates copolymer (nano) [INCI] (¥)
1726 Copper (nano) [INCI] (*), Colloidal Copper (nano) [INCI] (¥) 7440-50-8 231-159-6
1727 Colloidal silver (nano) [INCI] (¥) 7440-22-4 231-131-3
1728 Gold (nano) [INCI] (*), Colloidal Gold (nano) [INCI] [1] (¥) 7440-57-5 [1] 231-165-9 [1]
Gold Thioethylamino Hyaluronic Acid (nano) [INCI] [2] (*) 1360157-34-1 [2] — [2]
Acetyl heptapeptide-9 Colloidal gold (nano) [INCI] [3] (¥) — [3] — [3]
1729 Platinum (nano) [INCI] (¥), Colloidal Platinum (nano) [INCI] [1] (¥) 7440-06-4 [1] 231-116-1 [1]

Acetyl tetrapeptide-17 Colloidal Platinum (nano) [INCI] [2] (¥)

— [2]

— [2]

(*) Or 1 ¢espyapu 2025 r. Ha mazapa Ha Cbi03a He ce MYCKAT KO3METUYHN IPOIYKTH, KOUTO ChIbpxKaT ToBa Berectso. Ot 1 HoemBpy 2025 r. Ha masapa Ha Cbro3a He ce NPETOCTABST KO3METUYHM TIPOLYKTH, KOUTO

CBIIbP2KAT TOBA BEIIECTBO".

Dd
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2) B mpunoxenye 111 ce mo6aBst CIEIHOTO BIMCBaHE:

VineHTUUKALMS Ha BEIIECTBOTO OrpaHunyeHns
Pedepen- O6wonpuero Makcnmansa (Oopmymposka Ha6
TeH HoMep | XMMIUYHO HaMMeHOBa- HaMMEHOBaHMe CAS Home EO HoMe By Ha mpormykra, KOHIEHTpALus B Mpyro YCIIOBMATA 32 yTIOTpELa

Hue/INN CBITIACHO CIIPABOYHIKA P P YacTM Ha TAIOTO | TOTOBMA 3a ynoTpeGa Py W IPCILyNpEAICHILITA
Ha CbCTaBKUTE npenapar
a ) B T I e X 3 u
2372 Xuppoxcuanamvt (¥) | Xugpoxcuanatut 1306-06-5 215-145-7 a) Macrazaspbum |a) 10% 3aa) n0):
(HaHO) Ia He ce M3MON3BA B IPUIOKEHN,
6) Boma 3a ycra 6) 0,465 % KOMTO MOTAT 14 OBEMIAT [0

excro3uuyst Ha benre 1poOoBe Ha
KpaltHysI IIOJI3BaTel Upe3 BIMIIBAHE.

Homycka ce caMo ynotpeba Ha
HaHOMAaTepUAaIu CbC CIIEAHNTE
XapaKTepUCTUKIL:

— [cbeTodAT ce OT|] MpBUKOBUIHM
YacTULM, OT KOUTO HAif-ManKo
95,8 % (ot Opost Ha yacTULMTE)
MIMaT CbOTHOLIEHVE Ha CTPAHUTE
nox 3, a ocraHanute 4,2 % umat
CBOTHOILIEHNE Ha CTPaHUTE, He
MO-TOJISIMO OT 4,9;

— YaCTULMTE HSAMAT IOKPUTHE,
HUTO Ca TIOBBPXHOCTHO IpOMe-
HeHM

(*) Ot 1 despyapu 2025 r. Ha mazapa Ha Cblo3a He ce IyCKAT KO3METHYHI NMPOIYKTH, KOMTO ChIbPKAT TOBA BELIECTBO I HE OTIOBAPST Ha orpaHmyennsta. O 1 Hoemspy 2025 r. Ha masapa Ha Cblo3a He ce MPENOCTaBST
KO3METMUHM NPOIYKTH, KOUTO ChIbpKAT TOBA BEWIECTBO."

THg0TesT 1490
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