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HUPEKTVBU

OMPEKTVBA 2012/7/EC HA KOMUCHUATA

or 2 maprt 2012 rogmua

33 M3MeHeHMe C el ATANTUPaHeTo M KbM TexHudeckus mporpec Ha uact III or mpumoxenne II kbM
HOupextusa 2009/48/EO na EBponeiickusi mapnameHT u Ha CbBeTa OTHOCHO 0€30IaCHOCTTa Ha HETCKUTE
UTPavuKu

(Tekcr ot 3HaueHme 3a EMII)

EBPOIIEVICKATA KOMMCHS,

Kato B3e mpemsun [loroBopa 3a QyHKLUMOHMpPaHeTO Ha EBporerickus

ChI03,

karo B3e mpemsun Hupektusa 2009/48/EO na Espomerickus
napnameHT u Ha CbBera ot 18 toru 2009 . OTHOCHO Oe30MacHOCTTa
Ha gerckure mrpauku (') m no-cmenmanHo wien 46, maparpad 1,
Oyksa 0) OT Hes,

KaTo Mma Inpensuf, ye:

1

C Jupekrusa 2009/48 ce ompenensT rpaHMYHN CTONHOCTH
3a KaIMMil Bb3 OCHOBA Ha IIPENOPBKUTE HAa HUIEPIIaHICKMUA
HaumoHaneH MHCTMTYT 3a OOLIECTBEHO 31paBe M OKOITHA
cpema (HMO30C), manoxenn B mokmama My ot 2008 T.
LXUMMKaIM B JeTckuTe urpauky. OOmia MeTomonorms 3a
OlleHKa Ha G6e30MacHOCTTa HA XMMMYHMTE BELIECTBA B
IETCKUTe MIPAuKM C aKLUEHT BbPXYy XUMNUHUTE €lIeMEHTH".
[Ipenopekure Ha HMO30C ce ocHOBaBaT Ha [OIYCKaHETO,
ue eKCIO3MIMATA Ha JelaTa Ha XUMMKaIM B JIETCKUTE
UrpaukM He MoXKe [a HalBuulaBa OMpeEeseH0 HUBO,
HapeueHo ,JIONyCTMa NIHeBHa Jo3a“. Thil KaTo penara ca
U3NI0KEHM HAa XMMMKaIM Ype3 IIPYrM M3TOUHMLM OCBEH
IETCKUTe MIPAauyKy, CaMoO MPOLEHT OT MOMyCTMMAaTa [HEBHA
mosa cremsa fa Gboe ompemenieH 3a IETCKUTE WMIPAuKi. B
noxnaga cu or 2004 r. Hayunuar KOMMTET 1O TOKCHMYHOCT,
eKoToKcnyHocT 1 okonHa cpema (HKTEOC) npemnopwusa 3a
IeTCKUTe MIpauky na Obmat ompemeneHu Hait-mHoro 10 %
OT JIOMyCTMMaTa [HeBHa J03a. Ilo OTHOIIeHMe Ha KamMua U
IpyrM 0cOOCHO TOKCMYHM XMMMYHM BelllecTa obade ce
IIpenopbuBa ONpENeNeHnaT [Al a He Hafpuiuasa 5 % OT
IOMyCTMMATa JTHEBHA [I03a C LTl Ja Ce rapaHTupa, 4e MMa
caMo  CIIeAM, CBhBMECTMMM C J0Opata  IpPOM3BOICTBEHA
TIpaKTHKa.

CoprimacHo npenopbkute Ha HYMO30C MaKCUMANHMAT TIPOLIEHT
OT [IOMyCTMMaTa JHEBHa J03a ClefBa Ja ce YMHOXMU IO
TEIJIOTO Ha JIETETO, OMpeNeNeHo Ha 7,5 kg, U J1a Cce pasfenm
Ha KOJIMYECTBOTO [OTBJIHATA MATepys, OT KOSTO e M3paboTeHa
WrpavukaTa, 3a ga GBIAT MOMyYUEHNM IPAHMYHKMTE CTONHOCTY 3a
XUMIYHNTE BelecTsa, u30poenn B upekrusa 2009/48[EO.

3a kanMuit HIO30C usnonssa gomycTMMaTa ceIMUYHA [103a
ot 7 pglkg, ompeneneHa or CbBMECTHMS eKCIIEPTEH KOMUTET
Ha (AO/C30 mo xpanutenmmre mobasku (CEKXI) mpes

() OB L 170, 30.6.2009 ., ctp. 1.

1989 r. u norebpneHa or chums komurer npes 2001 r. Cren
IPIITAraHETO0 Ha KOEQMIMEHT Ha Ge30IacHOCT ,MBe” HOMmyc-
TMMaTa CelMMYHA J103a ce ompenenst Ha 3,5 pgfkg, a momyc-
TiMara gHeBHa mosa — Ha 0,5 pg/kg.

C men ma OboAaT YCTAHOBEHM EBEHTYallHM CLEHAPUM Ha
exkcosuumss Ha xummunyu  semecrsa HMO30C  ompepnens
KOTIMYECTBOTO Ha IIOrbIHATATA MaTepys, OT KOATO € M3pa-
OoTeHa Mrpaukara, Ha 8 mg Ha JeH 3a OCTBPraHa MaTepus
oT urpaukara, 100 mg 3a TpowuMBa MaTepus OT Urpaukara u
400 mg 3a TeyHa MIIM JIETIKABa MaTepyst OT Mrpaukara. Tesu
TPaHMLM HAa [OIMblaHe Osixa mHomkpeneHu or Hayunus
KOMUTET IO PMCKOBETE 3a 3[IPAaBETO M OKOJHATa Cpena
(HKP30C) B Heropoto craHosuie ,Puckoe OT OpraHMYHM
KaHIIEPOreHHY, MyTareHMm UM TOKCUUHM 3a PerpomyKImMsTa
(CMR) BemrecTBa B HETCKMTE MIpaukKm“, Mpyeto Ha 18 maii
2010 r.

YUpes mpuyaraHe Ha 5% OT J[IOIYCTMMAara [HEBHA M03a,
YMHOXEHA II0 TEIIOTO Ha JETeTO UM pasfeNieHa Ha KOIM-
YeCTBOTO IOTBIIHATA MaTepus, OT KosATO € u3paboreHa
urpaukara, 0sixa ONpelesIeHN CeNHUTe IPAHNYHY CTOHHOCTH
3a kagvuit: 23 mgfkg 3a ocTepraHa matepust OT Mrpaukara,
1,9 mg/kg 3a cyxa marepust u 0,5 mg/kg 3a Teuna marepust.

B cranosumero cu ot 30 anyapu 2009 r. Esponeiickusr
opran 3a GesomacHoct Ha xpanmre (EOBX) 3zakmroun, ue
IOIycTMMAaTa cedMuyHa mo3a, omnpeneneHa or CEKXII mnpes
1989 r. n morebpuena or cbmmsg kKommrer npes 2001 r.,
Beue He € MOIXOMAA NPENBMUI HOBUTE DasBUTHSA, CBbP3aHU
c ToKcuKonorusita Ha Kanmus. EOBX ompemenn Hosa
jomycTMMma cemMmyHa mosa ot 2,5 pg/kg, B pesynmrar Ha
KOETO JIomycTuMara [HeBHa mo3a crasa 0,36 pglkg.

[Ipunaranero Ha 5 % OT HOBaTa [ONYCTMMA [HEBHA H03a,
YMHOXEHa 10 TEIoTO Ha JeTeTO M pasfelneHa Ha KOJM-
YeCTBOTO TOTHIIHATA MaTepusi, OT KOATO e u3paboTeHa
UrpaykaTa, BOOM @O CIIEIHUTE TPaHWYHM CTOMHOCTU 3a
kanMmit: 17 mgfkg 3a ocTbpraHa Marepust OT MIpaukarta,
1,3 mg/kg 3a cyxa marepus u 0,3 mg/kg 3a TeuHa marepus.

Mopamu ToBa [upektysa 2009/48/EO cmempa ma Obre
CHOTBETHO VM3MEHEHA.

Mepkure, TIpenBUIEHM B HACTOAWIATAa IMPEKTUBA, Ca B ChOT-
BETCTBME ChC CTAHOBMIIETO Ha KomureTa 3a GesomacHocT Ha
UTPauKMmTe,
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[TPME HACTOALLIATA TUPEKTUBA:

Ynen 1

Yacr III Ha mpunoxenue II koM Tupexktusa 2009/48EO ce usMens
B CHOTBETCTBME C MPUIIOXKEHMETO KbM HACTOALIATA OMPEKTUBA.

Ynen 2

1. [IppkaBure-uleHKM OpyeMar ¥ MyOIMKYBAT HAM-KbCHO 10
20 snHyapu 2013 1. 3aKOHOBUTE, IOH3AaKOHOBUTE U AOMUHMCT-
patuBHUTE pasmopen0y, HeoOXomuMy, 3a Ja ce CboOpasir ¢
Hacrosimata mmpekryea. Te HesabaBHO cphobumaBar Ha Kowmmcmsra
TEKCTa Ha Te3u pasnopenOu.

Te mpurmarar Te3u pasnopenéu or 20 romu 2013 .

Korato mbp:kaBute-d/leHKM NpUEMAT Te3y pasmopenbu, B TAX ce
ChbIbpKa M030BaBaHE Ha HACTOAINATAa [MPeKTMBA WM TO Ce
V3BbPLIBA TP OQMLMAIHOTO UM IyONyKyBaHe. YCIIOBMSTA M PEObT
Ha T030BaBaHe Ce ONpENeNAT OT AbpXKaBUTe-UIEHKMU.

2. Ivpxasute-uneHKM cboOmasar Ha Komucusta Tekcra Ha
OCHOBHMTE pa3nopenOy OT HALMOHAIHOTO 3aKOHOIATENCTBO, KOUTO
Te MpueMar B 00JACTTa, ypelieHa ¢ HACTOSILATA IMPEKTUBA.
Ynen 3
Hacrosmara mmpekTmBa BiM3a B CMNa Ha HIBajieceTsi JeH CIel
nyOnukysaHeto it B Oduyuanen secmuur Ha Eeponeiicrua csio3.
Ynen 4

AllpecaTit Ha HACTOAWIATA JMPEKTMBA Ca [IbPXKABUTE-UIEHKM.

CpcraBeHo B bprokcen Ha 2 mapr 2012 roguua.

3a Komucuama
Ipedcedamen
José Manuel BARROSO

TIPMTTOKEHUE

Yacr 11l Ha mpunoxenne 11 koM [dnpextusa 2009/48/EO ce m3MeHsl, KakTo Criemsa:

B Touka 13 BmmcBaHETO 3a KaJMWil ce 3aMeHsI CbC CJIEHOTO:

mg [kg
B CyXd, TPOULTMBA, PaxooOpasHa
WIN I'bBKaBa MaTepI/IH oT MrpaqKaTa

XuMmnueH eneMeHT

B T€YHA MM JIENIKaBa MaTepus oT

mg [kg
mg (kg

B ocnpraﬂa oT MrpaqKa MaTCpMﬂ

JIeTCKaTa Wr] paqKa

Kanmnit 1,3

0,3 17¢
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