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40123
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Monunamug (HennoH)

CuHni, 2%

B cooteeTcTBUYM € noctaHoBneHnem kommceun EC Ne 1935/2004 ctatem 3, 11(5), 15mn 17
NpoAyKT NpeaHasHayveH Aris KOHTaKTa C NUWeBbIMU Npodyktamu. MpoaykT nnu ero
yrnakoBka MpOMapKMpOBaHbl pernbedHbIM 3HaKkoM "proMKa 1 Burka".

5l
Bce kpacuTtenu kpacsiiero KoHUeHTpaTa cooTBeTCTBYIOT pesornitouun AP 89 (1)

MpoaykT npon3BeaeH B cooTBeTCcTBMM C pernameHTom Komumccmumn EC Ne 2023/2006 ot 22
aekabps 2006 o Hagnexalien npon3BoacTBEHHONM NpakTUke MaTepuanos,
npefHasHavYeHHbIX Ans KOHTakTa ¢ npoayktamu nutaHus (GMP).

MoHomepbl 1 cneumnanbHele 4obaBky, MCNONb30BaHHbIE NPY NMPOM3BOACTBE NPOAYKTa
nepeyvcnensl B Mpunoxennn | Pernamernta Komuceun (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTuKoBbIX MaTepunanax, npeaHasHaYeHHbIX ANA KOHTaKTa ¢ NpogyKTamm
nuTaHua. YuTeHsl Tekywme nonpasku (EC) 2020/1245.

Mcnonb3oBaHbl MOHOMeEpPLI u/unun aobasku ¢ npegenom yaensHon murpauum (MYM). Mpun
cobnogeHn ycnoBuii MCNonb3oBaHUs, BELLECTBA C onpeaeneHHbiM MYM He moryT
nonacTtb B MPOAYKT B KONu4yecTBe, npesbiwatowem [NMYM. o 3anpocy BO3MOXHO
KOH(maeHUManeHoe npeaocTaBneHne akTyanbHom MHOopMauum o AaHHbIX BELLEeCTBaXx.

Vikan A/S He npumeHsieT MHOrOCHonHbIe MaTepuarbl ¢ PYHKUMOHaNbHLIM 6apbepom.

Matepunan cneumansHO cogepXuTt 4obasku "ABOMHOrO Ha3HadeHus", nonagaroLme noa
OrpaHNYeHns N KpUTEpMM YMCTOThI, NoNagarLme nog HopmaTtueHble akTel (EC)
1333/2008 n (EC) 1334/2008. Mo 3anpocy Mbl roTOBbI KOHUAEHUMANbHO NPEAOCTaBUTb
VHGOPMaUMIo O AaHHbIX BelLecTBax.
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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.

MonnamupgHble MaTepuansl oTBevatoT TpeboaHusam nyHkta CFR 177.1500
"MonnamungHele cmonbl" Pazgena 21 Ceoaga FDA (YnpaBneHust o caHUTapHOMY Haa3opy
3a KayeCcTBOM NULLEBbLIX NPOAYKTOB 1 nekapcts CLLUA).

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

CooTBeTCTBYeT HOpMaTuBam Toeap cootBeTcTBYeT PernameHTty 2019 Ne 704 (Monpaeka) (B CBSI3N C BIXOA0M

Benunko6putaHumn Benukobputanuu ns EC) o BelecTBax 1 matepvanax, KOHTaKTUPYHOLLMX C NULLEBON
nNpoayKUnen.

AHanus nnacTukoB Ha O6pasupbl NPOAYKTOB UMM NOXOXUX MPOAYKTOB, NPOU3BEAEHHbIX U3 TOrO e MracTuka

Murpauuio TecTupoBanunch Ha obLLy MUrpaLmio B COOTBETCTBUM C YCIIOBUSIMU TECTUPOBAHWS,

nponucanHbivm B (EC) 10/2011. Nagenve yknagpiBaetcs B npegen obwen murpaumm 10
mr/gm? nnu 60 mr/kr.

Ycnosusa TectupoBaHusa Ha obuyto murpaumio - OM7 (2 vaca npu 175 °C)

B kayecTBE MMUTATOPOB NULLEBbLIX NPOAYKTOB AN NPOBEpKu obLen Murpaumm
ucnonb3oBanucb 10%-HbiMin aTaHon (MmuTaTop A), 3%-Has ykcycHas kucnota (MmuTaTop
B) n onnekoBoe macno (nmutatop O2).

CooTBeTCTBUE Npeaeny yaenbHON MurpaLmmn 1 pyruM orpaHUYeHUsiM NoaTBEPXKAEHO
TecTamu, pacyetaMu U UMUTaLMEN.

MakcrumanbHoe OTHOLLEHNE 2,1 am?/100 mn
NOBEPXHOCTU, KOHTAKTMPYHOLLEN
C MpoAayKTaMu NUTaHUs, K

obbemy
Tunbl KOHTAKTOB C Mpn cobnoaeHn HeobxoaMMbIX YCNoBUA U NpeaBUaNMbIX OBCTOATENbCTBAX NPOAYKT
npoAayKkTamMu nUTaHusA noaxoauT AN KOHTakTa Co cregyloLwwyMmn TunamMy npoayKToB NUTaHUS:

E[ BoaHblii

[v] KucnotHein

[v] Crwmptosoii

[v] vpHbiii

[v] Cyxon
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Bpemsa n Temnepartypa JToOble ycrnoBumst KOHTaKTa C BOAHBbIMU, CIMPTOBLIMU, XXUPHLIMU U CYXMMUW NPOAYKTaMM
Mcrnonb30BaHUs NpU KOHTakTe npu Temnepartypeno 175 °C. Jllobble yCnoBKs KOHTaKTa C KUCNOTHBIMU MPOAYKTaMM,
C npoAayKTaMu nuUTaHus BKIHOYatoLLme HarpeBaHue Bnnotb Ao 70 °C go 2 yacos unm o 100 °C go 15 MUHyT.

TemnepaTtypa ucnonb3osaHusa MuHuManbHasi Temneparypa: -20 °C

6e3 KOHTaKTa c NpoAyKTamu MakcnmanbHas Temnepatypa: 175 °C
nUTaHusA
O6uwee Mepen ncnonb3oBaHNEM UHBEHTapb AOMKEH O4MLLaThCS, A4e3MHULMPOBATLCS U

CTepunn3oBaTbCA, Kak Toro Tpe6yeT ero HasHa4veHwue.

Taike BaXKHO NPaBUIbHO O4YMLLaTb, Ae3nHPMLMPOBaTL 1 CTepMnnM3oBaTb 0bopyaoBaHne
nocne 1crnonb30BaHusi, NPUMEHSS NOAXOAsLLME MOKOLLee CpeaCcTBO, TeMnepaTyphbl U
Bpems.

[MpaBunbHOE OYULLIEHNE NHBEHTAPS CBELET K MUHUMYMY PUCK Pa3MHOXEHUA MMKpO6OB n
NepeKpPeCTHOro 3arpA3HEHNS U MakCMMarnbHO NOBLICUT 3MEKTUBHOCTL U JONTOBEYHOCTb
MHBEHTapA4.

PekomeHgoBaHHas Temnepartypa ctepunm3auun (asToknasunposanus): 121 °C

Mo 3anpocy ynornHOMOYeHHbIX OpraHoB Mbl NpeaocTaBuM TpebyoLLyOCs apXMBHYHO
MHopMaLMIo.

KomnaHnus Vikan A/S 3apernctpupoBaHa YnpaeneHuu [JaHuv no BeTepuHapun un
npoayktam nutanmns (DVFA)M Halwa cobcTBeHHas CucteMa KOHTPOMst MHCNEKTUPYETCS
DVFA.

Oata 11.02.2021
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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