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MpoeKkTuTe ,KoopanHMpaHn 4emHOCTM 3a ocnrypaBaHe Ha 6e3onacHocTTa Ha npoaykTuTe” (CASP) nasat
Bb3MOMHOCT Ha BCMYKKM OpraHK 3a Haa3op Ha nasapa (OHM) oT gbpwaBuTe oT EBponenckma cbio3/
EBPOMENCcKOTO MKOHOMWYECKO MPOCTPAHCTBO [Aa CW CbTPyAHMYaT 3a NnoBuLLIaBaHe Ha be3onacHocTTa
Ha NPoAYKTUTE, MyCHATW Ha eaMHHMA eBPONEenCKX nasap.

MpoaykToB 06xBaT

OHIM ce cnopa3yMAxa Aa orpaHuyaT obxsaTa Ha NPOAYKTUTE 40 XUIMeHHM NMPOAYKTU 3@ efHOoKpaTHa ynoTpeba, KouTo He
ca KnacnmouumMpaHn Kato MeauUMHCKM U30enus 1 cnegoBaTenHo He nonaaat B obxeaTta Ha PernameHT (EC) 2017/745
OTHOCHO MeaULMHCKUTE n3aenus.

Bebelwkn neneHn, HeMeaMUMHCKM NOAN0MKM 32 MHKOHTUHEHUMSA, KaKTO M BbHLUHM U BbTpellHN MeHCTPyasiHM NPoAaYKTH
6axa onpegenieHn Kato YeTupuTe OCHOBHUM rpynun 3a 1asun OenHocCT.
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Pe3yn'ra'ru OT U3NUMTBaAHUATA
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BebeLwkn BBHLWHM HeMeaMUMHCKM  BbTpewxu
nenexHn MEHCTpyanHn MOAMOMKM 3@  MEHCTpyanHu
NpoAYKTU WHKOHTUHEHUUA npoayKTH
. OTFOBapHT Ha NU3NCKBaAHUATA . OTFOBapHT Ha M3NCKBaAHUATaA
. He 0TroBapAT Ha U3NCKBAHUATA . He 0OTroBapAT Ha U3UCKBAHUATA
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nompebumenu

BG



Kputepuu 3a usnuteaHe

MnaHbT 3a M3NMTBaHe BK/IOYBALLE C1egHMTE eBPOMENCKU « ENISO 10993-23 — M3nutBaHuA 3a pasgpasHeHns
ctaHaapt (EN) n pernameHT: - ENISO 11737 - U3nutBaHe Ha buoHaToBapBaHe —
EN ISO 10993-18 — XnMM4YHO XapaKkTepu3mpaHe onpegensaHe Ha nornynauma oT MMKPOOPraHM3Mm (caMo
Ha MaTepuanute (OnpegenaHe Ha KoepuUMeHTa Ha TaMMOHM)
HeonpeaeneHocT) +  REACH — CKpuHMHI 3a BeLlecTBa, Noparkaaly ceprmosHo
EN I1SO 10993-5 — U3nuTBaHuWA 3a in Vitro ULMTOTOKCUYHOCT 6e3nokorcTteo (SVHC).

OCHOBHM NpenopbKU

YyacTBawm opraHm 3a Ha430p Ha nNasapa

GJe,qepanHo MWHMUCTEPCTBO Ha CoUMasiHMTE BBMNPOCK, 34paBeonasBaHeTo, rpyuKmnTe U 3alimtara Ha I'IOTpE6VITEJ1MTe
CDe,qepanHa obujectBeHa cny>+(6a ,,3.qpaBeona3|3aHe, 6e3onacHocT Ha XpaHuTenHata Bepura 1 oKosiHa cpe,qa“
[naBHa ampekumaA ,MonTHKA Ha KOHKYPEHUMATA, 3alumTa Ha I'IOTpEﬁMTEﬂVITe M KOHTPON Ha u3mamure”

[bprKaBeH MHCrexTopar

CkaHupaiTte QR Koga
3a nogpobHuA aoknan

1 3a noBeye MHGopMauns




