PEHI EHUE HA KOMUCHSITA
ot 18 maii 2005 roguna

OTHOCHO m3MeHeHue Ha Pemenue 1999/217/EO no oTHOIIEHHE HA PerHCTbpa HA
apoMaTHYHHTE BellecTBA, N3M0JI3BAHM B WJIH BbPXY X PaHH

(HoTHuIUpano noa Homep C(2005) 1437)
(Tekcr cbe 3nauenue 3a EUII)
(2005/389/EO)

KOMUCHUSTA HA EBPOITEMCKHUTE OBIIIHOCTW,
Karo B3e mpeasua JloroBopa 3a cw3naBane Ha EBpomnelickara 00 HOCT,

Karo B3e npensua Pernmament (EO) Ne 2232/96 na EBponeiickus napiameHnT u Ha CbBeTa OT
28 oxroMBpu 1996r. oTHOCHO ompezesnsaHe Ha mporeaypa Ha OOIHOCTTa 32 ApPOMATUUYHUTE
BEIIECTBA, M3IO3BAHM WM TPEIHA3HAYEHH 32 M3MON3BaHe B WM BHpXy xpanu?, m mo-
criennanHo wieH 3, naparpad 2 u wien 4, naparpag 3 oT Hero,

Karo uma npeasug, ue:

(1) Permament (EO) Ne 2232/96 ompenenst mpoleaypaTa 3a Chb3laBaHe Ha MPaBHIIA 110
OTHOIIICHUE Ha apOMaTHYHUTE BEIIECTBA, W3MOJI3BAHM WM TpEeIHAa3HAuUCHH 32
W3IO0JI3BAHE B WM BBPXYy XpaHU. B ymoMeHaTwsi perjamMeHT € MPEIBHJICHO Ja ce
IpHEeMe PErucThp Ha apOMAaTHYHHUTE BEIIECTBA (PETHCTBpPA) Cie] HOTH (PUKAIHMS OT
CTpaHa Ha JbPKAaBUTE-WICHKA OTHOCHO CIHCHK HA apOMATUUYHUTE BEIECTBA, KOUTO
MOTaT Jia Ce W3IMOJI3BAT B WM BBPXY XpaHH, MPOJABAHN HAa TAXHA TEPUTOPHS, W HA
OCHOBaTa Ha 3abJI00uYeH mperiieq OoT crpaHa Ha Kommcusara Ha HOTH(HUKANUSTA.
TaxbB peructsp € npuet ¢ Pemenue Ha Komucusira 1999/217/EO ),

(2) B Pernament (EO) Ne 2232/96 ¢ npenBuicHO, OCBEH TOBA, IPUEMAHETO HA porpama
3a OLICHKa Ha apOMAaTHYHHUTE BEILICCTBA, 3a J1a CE MPOBEPU Al ChOTBETCTBAT Ha
obumrTe KpuTepuHM 3a ynoTpebara Ha apOMaTHYHM BEIUECTBA, ONPENCICHH B
IMPHUIIOKCHUETO KbM HACTOA WA PCITIaMCHT.

(3) B cranoBummero cu ot 13 romm 2004r. OTHOCHO TIapa-XuIPOKCUOCH30aTUTE
EBponelickusar opran 3a Oe3omacHocT Ha xpaHuTe (OpranbT) € HalpaBHll
3aKI0YeHreTo, 4e nponua 4-xuapokcubensoar (FL  09.915) Bw3meiictBa Ha
MOJIOBUTE XOPMOHHU U MBKKUTE PENPOJYKTUBHU OpraHU Ha MIIaU IIbxoBe. OpranbsT
He ¢ OWJI B CBhCTOSIHME Ja Tpernopbua jgonyctuMm jaHeBeH npuem (ADI) 3a ToBa
BEILECTBO MOpajM JIMIICaTa Ha SICHO YCTAHOBEHO HMBO Ha HeHealOoJaBaHU BpPEIHU
epexrn (NOAEL). Ynorpebara Ha mponun 4-XuApoKCHOEH30aT KaTo apoMaTUYHO
BEILLIECTBO B XpPaHM HE € JONYCTUMA, Thil KaTO HE € B ChOTBETCTBUE C OO IMTE
KpUTEpHUU 3a ynmoTpebaTa Ha apoOMaTUYHU BeUIeCTBa, onpeaencHu B [Ipunoxenuero
kbM Permament (EO) 2232/96. B pe3ynrat nponui 4-xupoKCHOEH30aThT ClIeBa Ja
ObJIe 3a7TMYCH OT PErucThpa.

(4) B cranoBumero cu ot 7 aekemBpu 2004r. OTHOCHO anu(aTHUTE IUAJIKOXOJIH,
JTUKETOHHU U XUAPOKCHKeToHH OpPraHbT € HalpaBuiia 3aKII0YCHUETO, Y€ MeHTaH-2,4-

) OB L 299, 23.11.1996, c1p. 1. Permamentst, nocnenHo m3menero ¢ Pernament (EO) 1882/2003 (OB L 284, 31.10.2003,
crp. 1).
@oBL 84, 27.3.1999, c1p. 1. Pemennero, nocinegHo m3MeHero ¢ Pemenne 2004/357/EO (OB L 113, 20.4.2004, ctp. 28).

32005D0389 — LIIIP - penakrupan



o (FL 09.915) e renotokcuuen in Vitro u in vivo. ChoTBETHO yroTpebara My KaTo
apPOMAaTUYHO BEIIECTBO € HEJOIYCTHMA, Thi KaTO HE € B CHOTBETCTBHE C OOIMTE
KpUTEPHH 3a yroTpebara HaapOMaTUYHH BEIECTBA, ONpeAeneHu B [lpuioxeHuero
kbM Permament (EO) Ne 2232/96. B pesynrar mentaH-2,4-1MoH cieiBa jaa Oble
3aJIMYEH OT PETHCTHPA.

(5) llpu mnpunaranero Ha Permament (EO) 2232/96 u Ilpenopvka 98/282/EO Ha
Komucusra ot 21 anpun 1998 r. oTHOCHO HaUMHUTE, O KOUTO [[bpKaBUTE-UIEHKU U
nbpkaBuTe, mnoanucanu Crnopa3yMeHHMETO 3a EeBpOINEHCKOTO HMKOHOMHYECKO
IPOCTPAHCTBO, ClEJBA Ja 3alMTAT HMHTEJEKTyaJlHaTa COOCTBEHOCT BBB BpPbB3Ka C
pa3paboTBAaHETO W TIPOM3BOACTBOTO HA APOMATUYHUTE BEIECTBA, ITOCOYCHH B
Pernament (EO) Ne 2232/96 na EBpomnelickusi mapiaMeHT U Ha Coeera®, 3a penuna
BEIIECTBA HOTU QUIIMPANMTE IbPKaBU-YJICHKA U3UCKBAT T€ Ja ObJIaT perUCTpUpPaHU
Taka, 4e J1a ce 3alMTAT MHTEJIEKTyaJJHUTE IIpaBa Ha COOCTBEHOCT Ha TPOU3BOAUTEIIS.

(6) 3ammTara 3a Te3u BelIECTBA, BKIYCHH B CIUChbKa B 4acT b Ha perucrbpa, €
OrpaHHMYEHa JI0 MaKkCUMyM TMe€T TOAMHM CJeJ JaraTa Ha I[oJydyaBaHEe Ha
HOoTH(UKanusTa. To3u meproJl € M3TeKb MOHACTOSIIEM 3a 28 BEIECTBa, KOUTO B
pe3yAaTaT ciesBa Aa ObAaT NPeXBbPIECHU B 4acT A Ha perucTopa.

(7) Pemenne 1999/217/EO cnenBa mopaju ToBa 1a ObJie COTBETHO U3MEHEHO.

(8) Mepkute, mpeABUACHN B HACTOSIIOTO PEIICHHE, Ca B ChOTBETCTBHE ChC
cTaHOBUIIETO HA [[OCTOAHHUSA KOMUTET MO XpaHUTEIHATA BEpUTA U 3APABETO HA
KUBOTHHUTE,

PEIMA:

Ynen |

[Mpunoxenuero kpbM Pemenne 1999/217/EO ce u3MeHs B CbOTBETCTBUE C TTPUIIOKEHHETO
ChM HACTOSIIIIOTO PEIICHUE.

Ynen 2
AJnlpecaT Ha HACTOSIIIOTO PEIICHUETO Ca AbPIKABUTE- UICHKH.

CncraBeno B bprokcein Ha 18 mait 2005 ronuHa.

3a Komucusma
Markos KYPRIANOU

Ynen na Komucuama

@) OB L 127, 29.4.1998, c1p. 32.
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[Ipunoxxennero kpM Pemenne 1999/217/EO ce n3meHs kKakTo cieqasa:

1IPUJIO’KEHUE

1. Yact A ce u3MeHs KaKTO CIIEaBa:

a) PenoBete, onpenenenu B TabimiiaTa 3a BemecTBaTa, Ha KOMTO ca mpunucanu FL
HoMmepa 07.191 (mentan-2,4-muon) u 09.915 (mpormn 4-xupokcuOeH30aT) ce 3aMyaBar.

0) B rabnuimara ce BMbKBAT CICIHUTE PEIOBE:

FLNe | XwumwuuHa CAS HaumeHnoBanue Fema Einecs CuHo- KomeHnTapu
rpyna HUMU
01.070 31 111-66-0 1-oxten 203-893-7
01.071 31 111-67-1 2-0KTeH 203-894-2
01.072 31 544-76-3 XeKcaJeKaH 280-878-9
07.251 21 577-16-2 MeTuaneTopeHo H CAS Ne
CBOTBETCTBA Ha 2-
MeTUIaIeToPeHo H
01.073 31 592-99-4 4-oxTeH
01.074 31 593-45-3 OKTaJIcKaH 209-790-3
16.084 30 627-67-8 3-mermn-1-auTp 00y TAH 211-008-0
01.075 31 629-78-7 XenTajeKaH 211-108-4
12.260 20 4131-76-4 M ermn-2-meTnin-3- 223-949-4
Mep KalTonp OITMOHAT
12.261 20 6725-64-0 MET aH 1 THOJI
01.076 31 20996-35-4 3,7-nexanueH
16.085 20 27959-66-6 4,4-mumeTn-1,3-okcaruan
12.262 20 29414-47-9 (METHITHO ) MeTaHT HOJT
05.210 04 30390-51-3 4-noneneHan 250-174-9
05.211 02 30689-75-9 6-MeTHIOKTaHA
14.166 30 32536-43-9 WNHponuIone THa K HCel HHA
07.252 05 33665-27-9 4-0KTeH-2-11
02.244 04 54393-36-1 4-oxTteH-1-mn
10.070 09 57681-53-5 4-XuJ1p OKCH-2-XCTITC HOMIT €UHa 260-902-7
KHUCENnHA
05.212 04 76261-02-4 6- monereHan
05.213 04 90645-87-7 5-HoHEHaN
15.124 29 103527-75-9 3-mMerun-2-6y TeHuITHOheH Yepsen
THO(eH
05.214 04 121052-28-6 8- noneueHan
05.215 03 134998-59-7 2,6-nexanueHarn (c,c)
05.216 03 134998-60-0 2,6-nexanueHan (t,t)
12.263 20 3-Mep kanTo-3-MeTwI0y TaH Il
12.264 20 92585-08-5 4,2-THOIIe HTAHOH
03.021 16 142-96-1 Jluby Tunos erep 205-575-3
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2. TaOmuuara B yact b ce 3aMeHs CbC CIIEAHOTO:

ApoMATHYHH BellIeCTBA, 32 KOUTO ce MPaBH HOTU( MKALMSA NPU NPUIATAHETO HA
wieH 3, nmaparpag 2 ot Pernmament (EQ) Ne 2232/96, 3a kouTo ce M3MCKBA 3aIIUTA
HA HHTEJIEKTyaJIHUTe NMPaBa HAa COOCTBEHOCT HA MPOU3BOANTEJIs

Kon JlaTa Ha moJy4aBaHe Ha HO THQUKAIUATA OT Komentapu
Komucusita
CNO065 26.1.2001
CNO74 18.4.2003 6
CNO75 18.4.2003 6
CNO76 18.4.2003 6
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