O 3anpewieHum UCnonb3oBaHUA NuwLeBou nodasku E128

MocTaHoBneHne - Ne 68 - 0T 03.09.2007 * FnaBHbIA roCyAapCTBEHHbIN CaHUTaPHbIN Bpay - LencTByeT 6€3 n3MeHeHuIn

MOCTAHOBJIEHUE

NaBHOro rocyaapCTBEHHOMO CaHUTAPHOr0 Bpaya Poccuinckon ®enepaumm

oT 3 ceHTsa6ps 2007 r. N 68

O 3anpeLleHnn NCnonb3oBaHUs nuiieson nobaskn E128

3apeructpupoBaHo MuHioctom Poccun 1 okTabps 2007 r.

PernctpauunoHHbii N 10212

A1, TNaBHbIN roCyAapCTBEHHbIM CaHUTapHbIN Bpay Poccninckon ®epepaunn I.I.OHULLEHKO,
npoaHaan3MpoBaB UHDOPMALMIO O NpUMeHeHMK nuwieson fobasku - kpacutena KpacHein 2G (Red 2G),
0TMeYalo:

MocTaHoBNeHVeM EBPONENCKON KOMUCCMUN MO CPOYHLIM MepaM Mo 3anpeLLeHnto MCNoab30BaHWS B MULLEBON
MPOMbILLJIEHHOCTYW NnLLEeBOW fobaBku - Kpacutens KpacHbin 2G (Red 2G) (pelueHue oT 26.07.2007 N
884/2007) ocuumanbHO 3anpeLLeHo NCnonb30BaHNe nuweson Aobasku, nMetowwen nHaekc E128.
YKa3aHHBbIN KpacuMTeslb BXOAUT B CMUCOK MULLEBbIX A06aBOK A5 NMPOM3BOACTBA MULLEBLIX MPOAYKTOB
(npunoxeHwne 1 k CaHlMuH 2.3.2.1293-03 v npunoxeHue 7 k CaHlunH 2.3.2.1078-01) n pa3peLleH ans
MCMNO0/b30BaHNS B MULLEBOW MPOMbILLIEHHOCTW NPY MPOU3BOACTBE COCUCOK C COLEPXKAaHMEM 3€PHOBbLIX U1
6060BbIX bonee 6% 1 U3oennin n3 N3MenbYeHHOro Msaca ("'ropoackoe MAco") C cogep’XaHUEM 3epHOBbIX,
60608BbIX 1 oBOLLen 6onee 4% C MaKCMMabHO AONYCTUMbIM YPOBHEM B NPOAYyKTax 20 Mr/Kr, Npu 3TOM
obs1lacTb NpuMeHeHns nuiieson nobaekn KpacHbin 2G (Red 2G) E128 cTporo HopMupoBaHa (MyHKTbI
3.10.14 n 3.11.4 CanluH 2.3.2.1293-03).

MpuHaTble B Poccuinckon ®enepauum HOpMbl NpuMeHeHna nuwieson obaskm E128 Red 2G cooTBeTCTBYIOT
HopMaM, NpUHATLIM B EBponenckom cotose (gupekTtuea 94/36/EC).

OcHoBaHMeM [N pacCMOTPeHMs B EBPONENCKON KOMMCCUM BOMPOCa O 3anpeLleHni UCnonb30BaHns
nuuiesoro Kpacutena E128 KpacHbin 2G cTanm pesyabTaTbl MCCAeA0BaHUIN, NpoBeAeHHbIX EBponencknm
areHTCTBOM MO NuLEeBbIM CTaHAapTaM (EFSA), npuBeaeHHbIe B 0THeTe Hay4yHOro coBeTa no nuLeBbIM
nobaBkaM, apoMaTU3aTopaM, TEXHOOrMYECKUM BCMOMOraTe /ibHbIM CPeCTBaM U MaTepuanam,
KOHTaKTUPYIOLLUM C NULeBbIMK npoagykTamm (ot4eT oT 05.07.2007). B oTyeTe EFSA noka3aHo, 4TO MOHO-
a30 kpacuTenb KpacHbll 2G MeTabonn3mpyeTcs B aHWSIMH, KOTOPbLIN ABASETCA FEHOTOKCUYHbIM
coeiHeHnEM.

C uenbio npefynpexaeHns yrpo3bl BOSHUKHOBEHUS MaCCOBbIX HEUMHMEKLNOHHbIX 3aboneBaHuiA
(oTpaBneHUn) HaceneHna n B COOTBETCTBUM C hegepasbHbiMy 3akoHaMm oT 30.03.1999 N 52-03 "0
CaHWTapPHO-3NMAEeMMoNornieckom bnarononyyun Hacenennsa", ct. 51 (CobpaHue 3akoHogaTeNbCTBA
Poccuinckon ®egepaumm, 1999, N 14, c1. 1650), ot 01.01.2000 N 29-03 "O KayvecTBe 1 He3onacHOCTH
nuwiesbix npoaykToB", cT. 17, 21 (CobpaHue 3akoHogaTenbCTBa Poccuinckon ®epepaumm, 2000, N 2, cT.
150) nocTaHoOBAALO:

1. He ponyckaTb BBO3 Ha TeppuToputo Poccuinckon ®epepalimm, a Tak)Ke NPon3BoACTBO M 060pOT NULLEBLIX
NPOAYKTOB, N3rOTOBJIEHHBIX C UCMO/b30BaHNEM nuweson fobasku E128, 1o nonyvyeHNs pe3ynbTaToB
yry6neHHbIX TOKCUKOOrO-rMrMeHNYeCcKnX NCCcieqoBaHui.

2. FOpnanyecknm nmuam n NHANBMAYabHbIM NPeANPUHUMATENSM, 3aHUMAIOLLNMCS NPOU3BOACTBOM U
obopoToM nuwiesoi fobaBku E128 n nuiLeBbix NPOAYKTOB, M3rOTOBNEHHbIX C €8 UCMOJIb30BaHWEM, CHATH C
peanunsauny yKasaHHY0 NpoayKLKIO.

3. 'Y HAW nutaHma PAMH (no cornacosaHuio) n ®egepasibHOMY roCy4apCTBEHHOMY YYPEXAEHMIO
3[paBooxpaHeHns "dOenepasibHbl LEHTP TUrUeHbl U anungemmonornn” B TevyeHme 2007 roga nposecTtu
yrny6neHHble TOKCUKONIOFO-rUrneHnyeckne nccnenosaHmsa nobaskun E128 kpacutena KpacHein 2G (Red
2G).

4. PykoBoguTenam ynpaeneHui PocnotpebHansopa no cybbekTam Poccuinckon ®epepaumm:
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4.1. TpUHATbL Mepbl MO KOHTPOJIO 3@ COBMI0AEHNEM OPUANYECKUMMN INLAMU Y MHANBUAYANbHBIMY
npeanpuHuMaTesiMyM HaCTOALWEro NoCTaHOBNEHUS.

4.2. loBeCTN TEKCT HACTOALLEro NOCTaHOB/IEHNS [0 CBEAEHUSA IOPULANYECKUX JINL, U UHAMBUAYaNbHBIX
npeanpuHUMaTenei, 3aHATbIX B Chepe Npou3BoaCTBa 1 060poTa MULLEBLIX MPOAYKTOB, @ TakXe
OCYLLECTB/SALNX BBO3 MULLEBbLIX MPOAYKTOB Ha TeppuToputo Poccuinckon depepaumu.

5. KOHTpPOJIb 3@ UCMOJIHEHEM HACTOSALLLEr0 NMOCTAaHOBJIEHUA BO3JIOXUTL Ha 3amMecTuTens [1laBHoro
rocyapCTBEHHOro caHWTapHoro Bpaya Poccuinckon depepauun H.B.LLlecTonanosa.

[.I.OHNLLEHKO

3apeructpupoaHbl B MuHiocTe Poccun 02.06.2003, pernctpaunoHHbin N 4613.
3aperncTpupoBaHbl B MuHiocTe Poccnn 22.03.2002, pernctpaunoHHsin N 3326.
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