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NMPUOAPYXWUTENHO NMUCMO

Oor: EBponewckaTta kommcus

[aTta Ha nony4yaBaHe: 14 tonu 2026 r.

[o: "eHepanHusa cekpeTapmat Ha CbBeTa

Ne gok. Kom.: D115964/02 annex

OTHOCHO: MPUNOXXEHWME kbm PEMAMEHT (EC) .../... HA KOMUCHUATA 3a

nameHeHue Ha npunoxeHue | kbm PernameHT (EC) Ne 10/2011 oTHOCHO
mMaTepuanuTe n npegMeTuTe OT nNnacTMacu, NpegHa3HayYeHn 3a KOHTaKT
C XpaHu

[IpunoxxkeHo ce n3npariia Ha aeneranuute JokyMeHT D115964/02 annex.

[Tpunoxenune: D115964/02 annex
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EBPOMMEWCKA
KOMUCUA
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ANNEX

IMPHJIO)KEHUE

KbM

PEI'JIAMEHT (EC) ....... HA KOMUCUSATA

3a u3MeHeHue Ha npuioxenne I kbm PerinamenTt (EC) Ne 10/2011 oTHOCHO MaTepuaanTe
H NPEAMETUTE OT IJIACTMACH, IPCAHAZHAYCHH 32 KOHTAKT C XpaHHU
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HPHUJIOKEHUE

1) IIpunosxenue I ce u3MeHs, KakTo cieBa:

a) CIIETHUTE BIHUCBaHM ce J00aBAT B Kpas Ha Tabnuua 1 mo nmopeneH HoMep:
,,10 Haps3aH na | He | He Jla ce u3mon3Ba camo 10
86 " 40 % w/w 3a monumep OT

BBIJIEPO HOJIUETEPETEPKETOH
JAHU (PEEK).
BJlakHa Bnaknara ce
oT MIPOU3BEXKIAT oT
KapOOHH MOJIMAKPUIIOHUTPUIT c
3ipat MUHUMATHO ChIbpPKAHHEC
TIoIHaKp Ha Bbraepoa 95 % w/w u
MIIOHHTP C pa3Mepu, KOUTO 10 HUTO
wi €IHO OT HU3MEpEeHUusiTa He
ca B HaHOMAIao
(muametsp > 100 nm).
108 KaJI[UEB na | He | He Jla He ce wusmon3ea npu | 32
7 KapOoHat POU3BOJCTBOTO Ha
MIPCIUITAT MaTepuai M TPEIMETH,
at B npeaHa3HaYCHH 3a
HaHO(OpM KOHTakT C XpaHu 3a
a, 0e3 kbpmaueta (7) .
MTOKPUTHE
108 n- nma |He |He |0 Jla ce m3mon3Ba camo karo | 33
8 OKTHJIOBU/ 0 nobaska 10 15 % w/w B
n- 5 MaTepuaii U IPEAMETH,
JEIIIOBU u3paboTeHn oT
ecTepu Ha MOJIMMJICYHA  KHCEJIMHA
MJIeYHAaTa (PLA), KOUTO HE
KHCeTTNHA ChIIBPKAT HUIIIECTE

(MKX Ne 564) nnu npyru
nobaBku ¢ mojgo0Ha Ha
HUIIECTETO byHKIHS,
KoITO OM Moria Ja
YBEIMYU MHUTpALMITA, U
KOWUTO ca TpeIHa3HAYCHHU
na ObJaT B KOHTaKT MPH
40°C 3a mepuonm 1o
10qgHn ¢ Boma  OT
kateropuss 01.01 wmm c¢
xpanu ot kareropuu 04.01
(Tuto;oBE, TIPECHW WA
OXJIaJICHM), 04.04
(3enmeHYylH, TPECHU WIHN
oxnanenu) u 08.01 (omer),
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KakKTO0 € TII0OCOYCHO B
TadIMIa 2 oT
npunoxenue I1I.

109 646- [cmMmec ot |He |ga |He |0 Ja ce n3mnomn3sa camo karo |
0 24-2 | 1,9- 0 CHbMOHOMEp c
u HOHAHIUA 5 TepedTanoBa KucCeIMHA 3a
148 | Mmun MPOU3BOACTBOTO Ha
528- | (NMDA) MaTepHaAIH B MIPEIMETH OT
05-6 | u 2- MoJuaMuI.
MeTHI- Jla He ce wu3MON3Ba MpH
1,8- MIPOM3BOJICTBOTO Ha
OKTatina MaTepuai M TpeaMeTH,
1(\41\I;IIIBD A) npeAHa3HauYeHU 3a
KOHTakT € XpaHu 3a
kbpMadera (') ¥ KbpMa.
Murpanusrta Ha
(bpakiusaTa ¢ OTHOCUTEITHA
MOJIEKyJIHA ~Maca TMoJ
1000 Da, cbcraBeHa OT
BUJIOBE,  CBBpP3aHU C
NMDA/MODA, HE
TpsiOBa 1a mpeBHIlIaBa 5
mg/kg xpaHu.
0) B TOYKa 3 OT Tabnuia 3 ce 100aBAT CICAHUTE BIIUCBAHUS:
»(32) CwmectByBa puck 'OM na Obie HaaBHILIEHA NMPU KOHTAKT C KUCEIWHHU
XpaHH.
(33) ComectByBa puck I'CM na Obae HajBMIIEHAa NpPU KOHTAKT, KOTraTo ce

W3I0JI3BaT MOJICIIHU Pa3TBOPH, Pa3JIMYHUA OT MOJIEJTIEH pa3TBop B.*
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