MHUHHUCTEPCTBO HA 3BEMEJIEJIMETO, XPAHUTE U 'OPUTE

ﬁ‘"é HEHTBHP 3A OLIEHKA HA PUCKA
o 11O XPAHUTEJIHATA BEPUT'A

HaquO CTaHOBHIIIC HA EBpOHeﬁCKHﬂ Ooprax mo 0€e30IMacHOCT Ha XpaHUTE,
OTHOCHO 0€30I1aCHOCTTA Ha BEIIECTBOTO I/I306YTaH, H3I10JI3BAHO B
MaTEpPHAJ/IM U IIPEAMETH BJIU3AIIA B KOHTAKT C XpPaHH

Eeponetickusm opean no 6ezonacnocm wna xpanume (EFSA) nybauxysa na
ouyuarnama cu uHmepHem CMpPAHUYA CMAHOBUWE, OMHOCHO Oe30nacHocmma Ha
gewgecmeomo uzooyman (isobutane), koemo ce uznonzea 3a Hanpasama Ha pasiuyHU UAOGE

onakosxu 3a xpanu [1].

BnBenenne

[Ipenn nmageHo BemIECTBOTO Ja ObJE pa3pelieHo Ja ce M3MOJ3Ba 3a HampaBaTa Ha
MaTepHalld U MPEIMETH, BIM3AIIM B KOHTAKT C XpaHH, CE M3UCKBA M3TOTBSHE HA CTAHOBUIIIC
ot ctpana Ha EFSA 3a Heropara 6e3omacHoct. O0ImuKTe U3MCKBAHUS KbM Pa3pelICHUETO Ha
BEIIIECTBA, 35 BJIICHUE 32 pa3pelieHHe Ha HOBO BEIIECTBO, KAKTO M CPOKBT 33 M3TOTBSHE Ha
cranosumiero Ha EFSA ca pasmucann B wienose 8, 9 n 10 ot Permament (EO) Ne 1935/20041
Ha EBponeiickus napaamenT u Ha CbBeTa.

B to3u ciyyait EFSA e momyunn 3asBienre oT MUHHCTEPCTBO Ha 3/IpaBeOIa3BaHeTo,
coraiauTe ycnyru u paserctsoro (Ministerio de Sanidad, Servicios Sociales elgualdad),
Wcnanus, ¢ WCKaHe 3a OICHKAa Ha BemecTBOTO u300yran ¢ HoMep CAS 75-28-5 m

xpanurtenaHara gooaska E 943b 3a ymorpebda kaTo neHooOpasyBarter.

O0ma nupopmanus
BemectBoTo M300yTaH IpeicTaBisBa ra3 Ha CTailHa TeMIeparypa M MMa TOYKa Ha
kunene 11,7 °C (¢urypa 1). Toil e pa3TBOpUM B OpraHMYHU PA3TBOPUTENN KAaTO €TAHOII,

AUCTUIICTCD U XJ'IOpO(I)OpM, HO € ciabo pa3TBOpUM BBB BOJA. BemectBoTO npeacTraBisiBa

L PETJIAMEHT (EO) Ne 1935/2004 HA EBPOITEMCKUS TAPJIAMEHT U HA CBBETA ot 27 okToMBpH
2004 roauHa OTHOCHO MAaTEpPHAINTE W NPEIMETUTE, IpeIHa3HAYeHH 3a KOHTAKT C XpaHW, M 3a OTMsSHA Ha
Hupexrusu 80/590/EMO n 89/109/EMO
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HAaCUTCH BBIJICBOAOPO, 3a KOWMTO HE Ce 0OYaKBa Ja pearvpa 1npu yCJIOBHATa HA IPOU3BOJACTBO

Ha CKCITaHAWPaH MMOJIUCTUPCH.
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®durypa 1 XuMu4HA CTPYKTypa Ha U300yTaH

Ounenka

BemectBoro n300yTaH ce W3MOJd3BAa KAaro IEHOOOpa3yBamlo CpPEeACTBO, Karo
MaKCHMaJIHOTO My ChAbpiKaHHE TPsOBa na 6bae 1o 4,5% npu ynotpebaTta My 3a MoxydyaBaHe
Ha exkcrnanaupan nonuctupen (EPS). Ilponykture ot EPS ce m3monsBar 3a HampaBaTa Ha
OIAKOBKH 32 XpaHH (II0JI0BE, 3€JICHUYIIH, MECO, puda U CHpPEHE).

BemtectBoTO n306yTaH He GUTrypHpa B criickka Ha Permament (EO) Ne 10/20112, Ho n-
oyran (CAS 106-97-8) e BK/IIOYCH B MMOCOYEHHS PErJIaMEHT KaTo IIacTMacoBa J00aBKa.

N306yTan e onobpen B EBpona, kato xpanutenna nob6aska (E 943b) u ce usnonssa
KaTo quantum satis 3a razoBa cMec B CIIpell 3a paCTUTEIHH Macia (caMmo 3a npoecroHaNiHa
yroTpe6a) U eMyJICHOHEH CHpeli Ha BOJHA OCHOBA chriacHo Permament (EO) Ne 1333/20083,
Cnopen Permament (EO) Ne 1333/2008 quantum satis o3HauaBa, ue HE € ONpPEICICHO
MaKCHMaJHO KOJMYECTBO B IU(pU U BellecTBaTa ce€ U3MOI3BAT B CHOTBETCTBHE C J0OpUTE
MIPOU3BOICTBEHH TMPAKTUKHU MPH KOJIUYECTBO, HE IMO-BHCOKO OT HEOOXOAMMOTO 33 TIOCTHTaHE
Ha IIeNTa, 32 KOATO € TpeJHa3HadyeHa, M TpU yCJIOBHE Y€ HE BOAM N0 3a0myXkIaBaHe Ha
noTpeOuTeNs.

M3uckBaHusATa 32 YUCTOTA HAa yHnoTpebaTa Ha 1300yTaH KaTo A00aBKa KbM XpaHHUTE ca
omucanu B Permament (EC) Ne 231/2012* na Komucusra.

B craHoBHIIETO ce CrIOMEHaBa, Y€ MMa OTpaHWYCHU [AaHHM 3a MHTpaIsITa Ha
n3o00yran. M3nutBanusara nposenenu Ha EPS taBu npu 20 °C B npoabikenue Ha 10 1Hu, ca
nokasanu murpanus B uatepsana 0,2-0,4 mg/kg xpana. Chlio Taka ce akIeHTHpa, Ye He ca

npeaACTaBCHU TOKCUKOJIOTHYHU JaHHU.

2 PETJIAMEHT (EC) Ne 10/2011 HA KOMHCHSATA or 14 suyapu 2011 roauHa OTHOCHO MaTepUaiuTe U
MIpEeaMETUTE OT IUTACTMACH, IIPEAHA3HAYEHH 38 KOHTAKT C XpaHU

3 PE[JIAMEHT (EO) Ne 1333/2008 HA EBPOIIEMCKMS TTAPJIAMEHT U HA CBBETA ot 16 nexemBpu
2008 roguHa OTHOCHO TO0OABKUTE B XPAHHUTE

4 PETJIAMEHT (EC) Ne 231/2012 HA KOMUCHUSTA ot 9 mapt 2012 roauHa 3a oIIpeeisHe Ha ClenupHKaIyn
Ha J00aBKHTE B XpaHUTE, BKIItOYeHH B crimcbiute B npuioxkeHus 11 u 111 kem Pernament (EO) Ne 1333/2008 Ha
EBponeiickus napnament u Ha CbBeTa
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3akiaouenue Ha EFSA

[lanenst ,, Mamepuanu 6 xonmaxkm c Xpauu, eH3UMU, APOMAMUIAHMU U NOMOUHU
cpeocmea’“ kbM EBporielickusi opraH mo 0€30macHOCT Ha XPaHUTE MPABH 3aKIIOYECHUETO, Ue
M300yTaH He ce CuUTa 3a OMAcCeH IO OTHOIIEHWE 3[PaBeTO Ha KOHCYMATOPUTE, IPHU

H3I0J3BAHCTO MY 3a IMOJIydaBaHC Ha CKCIIaHAUPAH IMOJIUCTHPCH.

N3TOYHMK:
1. Safety assessment of the substance isobutane, for use infood contact materials,
EFSA Journal 2018;16(1):5116,
(http://onlinelibrary.wiley.com/doi/10.2903/.efsa.2018.5116/epdf )
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IJ1aBEH eKCIepT B nupekuus ,,OleHKa Ha pyucka 1o XxpanutenHaTta Bepura’ npu [JOPXB
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