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Pernament (EK) Ne 1935/2004
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PernamenT (EK) Ne 2023/2006

PernameHT (EK) Ne 10/2011

Vikan A/S
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Jeknapauuns COoTBeTCTBUA

Vikan A/S

Raevevej 1
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(+45) 96 14 26 00

Py4yHol ckpebok HepxxaBetowasa crtanb, 50 MM, CUHUI UBET

40083

X:

MonunponuneH, 97%
CuHni, 2%

Xumunyeckuin neHoobpasytowmii areHT, 1%

HepxxaBetowlasa nonaTtka NnponsBeaeHa U3 Hepxxasetolen ctanu mapku 1,4310 (AISI 301)

B cootBeTcTBMM € nocTaHoBneHnem kommcemmn EC Ne 1935/2004 ctatem 3, 11(5), 15mn 17
NpoAyKT NpegHa3HayeH Aris KOHTaKTa ¢ nuweBbIMU npogyktamu. MpoaykT nnu ero
ynakoBka MpoMapKnpoBaHbl penbedHbIM 3HaKoM "proMKa 1 BUnKa".

Mokasatenu no TpeboBaHusM, NPeabsBAseMbIM K NepeyncrieHHbIM MeTannam, He
MpeBbILLAOT NoKasaTeny ykasaHHble B NpakTuyeckom pykoogactee EC no metannam u
cnnaeam, UCMofb3yeMbIM B MaTepuanax, KOHTakKTUpPYHLWMX C NPOAYKTaMy NUTaHWS 1
ctatbax Pesontoumn Coseta Esponbl (CM/Res (2013)/9).

5l
Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBeTCTBYIOT pesonitouun AP 89 (1)

MpoaykT npon3BeeH B cooTBeTcTBMM C pernameHTom Kommccmmn EC Ne 2023/2006 ot 22
nekabps 2006 o Hagnexalien npon3BoacTBEHHONM NpakTUke MaTepuanos,
npegHasHaYeHHbIX ANa KOHTakTa ¢ npoayktamu nutanuns (GMP).

MoHomepbl 1 cneumnansHble 4obaBKW, NCNONb30BaHHbIE NPY NMPOM3BOACTBE NPOAYKTa
nepeyncnersl B Mpunoxenunn | Pernamernta Komuceun (EC) Ne10/2011 ot 14 sHBaps
2011 o nnacTuKoBbIX MaTepuanax, npeaHasHaYeHHbIX ANA KOHTaKTa ¢ NpogyKTamum
nuTaHua. YuTeHbl Tekywme nonpasku (EC) 2020/1245.

Wcnonb3oBaHbl MOHOMEpBI W/unu fobasku ¢ npegenom yaensHown Murpauun (MYM). Mpu
cobnogeHn ycnoBuii UCMonb3oBaHUs, BELLECTBA C onpeaeneHHbiM MYM He moryT
nonacTtb B NPOAYKT B KONu4yecTse, npessbiwatowem [NMYM. o 3anpocy BO3MOXHO
KOH(MaeHUMansHoe npeaocTaBneHne akTyanbHom MHOopMauum o AaHHbIX BELLeCTBaXx.

Vikan A/S He npumeHsieT MHOrOCronHble MaTepuarnbl ¢ YHKUMOHaNbHLIM 6apbepom.
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PernamenTbl (EK) Ne 1333/2008 Martepuan cneumansHO cogepXuT AobaBky "ABOWHOrO HasHavyeHus", nonagatoLme nog

n (EK) Ne 1334/2008 OorpaHvyeHns 1 KpUTEPUN YNCTOTLI, Monagatomne nog HopMmaTueHble akTbl (EC)
1333/2008 u (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOHPUAEHLMANbLHO NPeAoCTaBUTb
MHOpMaLUIO O AaHHbIX BELLECTBAX.

CootseTtcTBUue FDA CLLUA Bce cbipbeBble MaTepuansl AN AaHHOTO NpoAayKTa oTBevatoT TpeboBaHuam craten 170-
199 Pasgena 21 Ceoaa ceaepanbHbix npasun FDA (YnpaBneHus no caHntapHomy
HaA30py 3a KAa4eCTBOM NuLLEBbLIX NPoaykToB 1 nekapcts CLUA).

Monumepsbl 1 fobaBkM COOTBETCTBYIOT TpeboBaHuaM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. [Jo6aBku pa3pelueHbl ctatben 178 Pasgena 21
FDA (Henpsimble nuiweBble fobaBku), B Lenom npusHatoTca 6esonacHeiMu (GRAS),
pa3speLleHbl Kak MULLEBbIE MHIPEANEHThI UM pa3peLleHbl Ha OCHOBaHUKM NpaBui Ans
nueBbIX 4o6aBoK NpUHATLIX Ao 1958 ropa.

MonunponuneH oteevaeT TpebosaHmaM nyHkta CFR 177.1520 "MonvoneduHb!”
Paspena 21 Csopa FDA.

MurmeHTBI KpacaLero KoHUeHTpaTa gonyckatortcsa B nyHkTe CFR 178.3297 "Kpacutenn
ansa nonuvepos" Pasagena 21 Ceoga FDA.

HepxaBetoLas ctane B JaHHOM MHCTPYMeHTa cooTBeTcTByeT CBoay npasumr no
npoagyktam nutanuns FDA (JenaptameHTa no Haasopy 3a 060poTOB NPOAYKTOB NUTAHMS U
nekapcTBeHHbIX cpeacTs) u BxoauT B cnncok NSF/ANSI 51-2014 Martepuanos ans
nuLesoro o6opyaoBaHus.

CoorBeTCcTBYET HOpMaTUBaM Tosap cootBeTcTByeT PernameHTy 2019 Ne 704 (Monpaska) (B CBA3U C BbIXOAOM

Benuko6putaHumn Benuvkobputanuu n3 EC) o BelecTBax 1 matepvanax, KOHTaKTUPYHOLLMX C NULLEBON
npoayKuunen.

AHanus3 nnacTukos Ha O6pasupbl NPOAYKTOB UMM MNOXOXNX MPOAYKTOB, NPOM3BEAEHHbIX 13 TOrO Xe MracTuka

MUrpaumio TECTMPOBANMCh Ha OOLLYI0 MUrPaLMIo B COOTBETCTBUM C YCIIOBUAMU TECTUPOBaHWS,

nponucanHbivm B (EC) 10/2011. Nagenve yknagpiBaetcs B npegen obwen murpaumm 10
mr/gm2 unun 60 mr/kr.

CooTtBeTcTBUE npeneny yp,eanoPl mMurpauunm n apyrum orpaHUM4eHnAaAM noareepxxgeHo
TectamMmu, pacyetamum n nMuTaumen.

B kayecTBe MMMTATOPOB NUWLLEBbLIX NPOAYKTOB ANs NMPOBEPKN 06LLEen Murpauumn
ucnonb3oBanucb 10%-HbiMin aTaHon (MmuTaTop A), 3%-Has ykcycHas kucnota (MmmTaTop
B) n onnekoBoe macno (nmutatop [2).

Ycnoswus TecTupoBaHus Ha obuyto murpaumio - OM2 (10 gHewn npu 40 °C)
MakcumanbHoe OTHoLLEeHue OTHOLLIEHWE NnoLwaan NOBEPXHOCTU, KOHTAKTUPYHOLLEN C MPOAYKTaMU NUTaHUst K 06bemy,

NOBEPXHOCTH, KOHTaKTVIpyIOLLI,eIZ B3ATOMY Ha aHanu3 Onda npoBepkKn COOTBETCTBUA NPOAYKTaA:
C NpoayKTtamMu nnTaHu4, K

obbemy 2,0 om3/100 mn
TuUnNbl KOHTAKTOB C Mpun cobnogeHun HeobxoaAMMbIX YCNOBUIM 1 NpeaBMAMMbIX 06CTOATENbLCTBAX NPOAYKT
npoAayKTaMu nuTaHusa NOAXOAMT ANSA KOHTaKTa Co CneayoLwmmMm TunaMmm NpoAyKTOB NUTaHUA:

E[ BoaHblii

[Zl KncnoTHbin
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[v] CnupToson
[v] KvpHbiii
[v] Cyxoit

Bpewms n temnepartypa JTioOble ycroBust KOHTaKTa ¢ Nnpoayktamu npu Temnepatype go 200 °C
MCnonb30BaHUs NPU KOHTaKTe
C NnpoAyKTamMu NUTaHus

TemnepaTtypa ucnonb3osaHusa MuHuManbHasi Temneparypa: -20 °C

6e3 KOHTaKTa c npoAyKTamu MakcumaneHas Temnepatypa: 200 °C
nUTaHuA
O6uwee Mepen ncnonb3oBaHNEM UHBEHTapb AOMKEH O4MLLaTLCS, A4e3MHPULMPOBATLCS U

CTepunn3oBaTbCs, Kak Toro TpebyeT ero HasHaveHue.

Taioke BaXKHO NPaBUIIbHO O4YMLLaTb, Ae3NHPMLMPOBATL 1 CTEpUM30oBaTb 0O0pyaoOBaHNe
nocne 1crnonb30BaHuUsi, NPUMEHSS NOAXOAsLLME MOKLLIee CpeacTBO, TeMnepaTyphbl U
Bpems.

[MpaBunbHOE OYULLIEHNE NHBEHTAPS CBELET K MUHUMYMY PUCK Pa3MHOXEHUA MMKpO6OB n
NepeKpPeCTHOro 3arpsA3HEHNS U MakCMManbHO NOBLICUT 3MEKTUBHOCTL U JONTOBEYHOCTb
MHBEHTap4.

Mo 3anpocy ynornHOMOYeHHbIX OpraHoB Mbl NMpeaocTaBum TpebyoLLyoCs apXMBHYHO
UHdOpMaumio.

Komnanus Vikan A/S 3apernctpupoBaHa YnpaeneHuu [JaHum no BeTepuHapumn un
npogyktam nutanns (DVFA)M Halwa cobcTBeHHas CucteMa KOHTPOMst MHCNEKTUPYETCA
DVFA.

fata 11.02.2021
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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