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B cooTBeTcTBMM ¢ nocTaHoBneHuem kommccumn EC Ne 1935/2004 ctaten 3, 11(5), 15mn 17
NpoAyKT NpeaHa3HayeH A KOHTaKTa ¢ NUWeBbIMU Npodyktamu. MpoaykT nnu ero
yrnakoBKka MpoMapKMpoBaHbl pefnibedHbIM 3HaKoM "proMKa 1 Burka".

5l
MpoaykT npon3BeaeH B cooTBeTcTBMM C pernameHTom Kommccmmn EC Ne 2023/2006 ot 22

aekabps 2006 o Hagnexalien npon3BoacTBEHHONM NpakTUKe MaTepuanos,
npegHa3HavyeHHbIX ANs KOHTaKTa ¢ npogykTaMmu nutanust (GMP).

MoHomepbl 1 cneumnansHele 4obaBKkW, NCNONb30BaHHbIE NPY NMPOM3BOACTBE NPOAYKTa
nepeuncnetsl B Mpunoxenunn | Pernamenta Komucenn (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTuKoBbIX MaTepmnanax, NnpeaHas3HaYeHHbIX ANA KOHTaKTa ¢ NpogyKTamm
nuTaHua. YuTeHsl Tekywme nonpasku (EC) 2019/1338.

Wcnonb3oBaHbl MOHOMEpbI u/nnu gobaeku ¢ npegenom yaensHown Murpauun (MYM). Mpu
cobntogeHnn yCrosuii NCNonb3oBaHWs, BellecTsa ¢ onpeaeneHHsim MYM He moryT
nonacTb B MPOAYKT B KonM4yecTBe, npesbiwatowwem MYM. No 3anpocy BO3MOXHO
KOHdMAeHUManbHoe NpegocTaBneHne akTyanbHoW MHOPMaLmn O aHHbIX BELLeCTBax.

Vikan A/S He npuMeHseT MHOrOCINONHbIE MaTepuans! ¢ YHKUMOHaNbHLIM 6apbepoM.

Matepuan cneumanbHO cogepXnt 4obaBku "ABOMHOIO HasHadeHus", nonagatoLume noa
OrpaHNYeHns N KpUTepmUM YMCTOThI, NoNagarLume nog HopmatueHble akTel (EC)
1333/2008 un (EC) 1334/2008. No 3anpocy Mbl roTOBbI KOHUAEHUMANbHO NPEAOCTaBUTb
MHOpMaLUUIO O AaHHbIX BELLECTBAX.

Bce kpacuTtenu kpacsLiero KoHUeHTpaTa CoOOTBETCTBYIOT pesontouun AP 89 (1)
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CootBeTtcTBUue FDA CLLUA Bce cbipbeBbie MaTepuarnbl 45 4aHHOrO NpodyKTa oTBeyatoT TpeboBaHusam ctaten 170-
199 Paspgena 21 Ceopga cdeaepanbHbix npasun FDA (YnpaBneHusa no caHntapHomy
HaZ30py 3a Ka4eCTBOM NULLEBbLIX NpoayKToB 1 nekapcts CLUA).

Monumepsbl n fo6aBkM COOTBETCTBYIOT TpeboBaHuAM cTatbsaM 174, 175, 176, 177, 178,
181, 182, 184 n 186 Paspena 21 FDA. [Jo6GaBku pa3peLueHbl ctatbent 178 Pasgena 21
FDA (Henpsmble nuwiesble fobasku), B Lenom npusHatotca 6esonacHeiMu (GRAS),
paspeLleHbl Kak NyLLeBble MHIPEAUEHTbI UK pa3peLleHbl Ha OCHOBaHWUM NpaBun Ans
nuLeBbIX 406aBOK NpUHATLIX A0 1958 ropa.

MonunponuneH oteBevaeT TpeboBaHusAM nyHkTa CFR 177.1520 "MNonvoneduHbl”
Paspena 21 Csoga FDA.

MurmeHThl KpacaLero KoHUeHTpaTa gonyckatotcsa B nyHkTe CFR 178.3297 "Kpacutenn
ansa nonuvepos” Pasagena 21 Ceoga FDA.

AHanus nnacTukKoB Ha OGpasubl NPOAYKTOB UMM NOXOXUX MPOAYKTOB, NPOM3BEAEHHbIX U3 TOrO XXe MracTuka

MUrpaumio TecTUpoBanunch Ha obLLyH MUrpaLmio B COOTBETCTBMMN C YCIIOBUSIMU TECTUPOBAHNS,
nponucanHeiMu B (EC) 10/2011. U3penne yknagbiBaeTca B npeaen obuen murpaumm 10
mr/gm2 unun 60 Mr/kr.

Ycnoswus TecTupoBaHus Ha obuyto murpaumio - OM2 (10 gHewn npu 40 °C)

B kavecTBe MMMTaTOPOB NULLEBLIX NPOAYKTOB AN NPOBEPKN 06LLen Murpauumn
ncnonb3doBanuck 10%-HbiMi aTaHon (Mmutatop A), 3%-Hasa ykcycHas kucroTa (MmutaTop
B) n onnekoBoe macno (nmutatop A2).

CooTBeTCcTBME npegeny yaenbHOW Murpauumn n gpyrum orpaHuyYeHnsam noaTBepKaeHo
Tectamu, pacdetamm u UMmnTaumen.

MakcumanbHoe OoTHOLLEeHue 2,0 om3/100 mn
NOBEPXHOCTU, KOHTAKTUPYHOLLIEN
C NpoayKTamMu NUTaHus, K

o6bemy
Tunbl KOHTaKTOB C Mpu cobniogeHn HeoBXOAMMBIX YCIOBUIA U NPeaBUANMbIX OGCTOATENBCTBAX NPOAYKT
npoAyKTamu NUTaHusA NOAXOAUT AMNs KOHTaKTa co criedyowmumMmn Tunamm npoaykTos NUTaHUs:
E[ BogHbin
[Z[ KnucnoTHbIn
[v] CnupToson
[v] KvpHbiii
[v] Cyxoit
Bpems 1 TeMnepatypa JioGble yCrnoBust ANUTENBHOTO XpaHeHUs NPV KOMHATHON TeMMepaType U HUXe,

MCnonb30BaHUs NMPU KOHTaKTe  BKIovaLwme HarpeaHue Bnnotb Ao 70 °C go 2 yacos vnu go 100 °C go 15 MuHyT.
C NnpoAyKTamMu NUTaHus
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TemnepaTtypa ucnonb3osaHuss MuHuManbHas Temneparypa: -20 °C

6e3 KOHTaKTa c npoAyKTamu MakcumanbHas Temnepatypa: 100 °C
nUTaHuA
O6uwee Mepen ncnonb3oBaHNEM UHBEHTApb AOMKEH O4MLLaTbCA, Ae3MH(ULMPOBATLCS U

CTepunmn3oBaTbC4d, Kak TOro Tpe6yeT €ro HasHa4yeHwue.

Taioke BaXKHO NpaBuIbHO o4YmLLaTh, Ae3nHPMLMPOBaTL 1 CTepMnnM3oBaTb 0bopyaoBaHne
nocne 1crnonb30BaHuUs, NPUMEHSS NOAXOAsLLME MOKLLIee CpedCcTBO, TeMnepaTyphbl U
BpeMms.

[MpaBunbHOE OYULLIEHNE NHBEHTAPS CBEAET K MWHUMYMY PUCK Pa3MHOXEHUA MVIKpO6OB n
NepeKPeCTHOro 3arpA3HEHNS U MakCMMasnbHO NOBLICUT 3MEKTUBHOCTL U JOSNTOBEYHOCTb
MHBEHTapA4.

PekomeHaoBaHHas Temnepartypa ctepunum3auun (asToknasunposanus): 121 °C

Mo 3anpocy yNnonMHOMOYEHHbIX OPraHOB Mbl MPEAOCTaBUM TPEDYHOLLYIOCA apXMBHYIO
MHopmaLmio.

KomnaHus Vikan A/S 3apernctpmpoBaHa YnpaeneHuu [JaHum no BeTepuHapun n
npoayktam nutanms (DVFA)M Hawa cobcTBeHHas CucteMa KOHTPOMst MHCNEKTUPYETCS
DVFA.

Dara 24.06.2020

MponsseneHo SA(‘N*’ ). , B‘\S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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