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deknapauus cooTBeTCTBUA
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Raevevej 1
DK-7800 Skive
(+45) 96 14 26 00

'mbkas pyyka n3 Hepxxasetowleln ctanu, @5 mm, 755 mm, 6enbiii LBET

53515

MonunponuneH, 97%

XumMmnyeckuii neHoobpasytowmn areHT, 1%

HepxxageloLlasi nonatka npoussegeHa 13 HepxasetoLler ctanu mapku 1,4301 (AISI 304)
HepxxaBetoLlasi nonatka npoussegeHa 13 HepxxasetoLler ctanu mapku 1,4305 (AISI 303)

B cootBeTcTBUM ¢ nocTaHoBneHnem kommcceumn EC Ne 1935/2004 cratem 3, 11(5), 15n 17
NPOAYKT NpefHasHayeH aAng KoOHTaKTa ¢ NuLeBbIMK npoaykTamu. MpoaykT unm ero
ynakoBKka NpoMapKMpoBaHbl pernbedHbIM 3HAKOM "proMKa 1 Bunka".

Hepxagetowwas ctanb cootBeTcTByeT EBponenckomy ctaHaapty EN 10088 n
cneumanbHbIM NpegenamM Murpaumm, yctaHoBrneHHbIM B HopmaTuee Coseta EBponbl:
"MeTannbl 1 cnnaebl, UICNOMb3yeMble A5 U3roToBNeHns 06opyaoBaHus,
KOHTaKTMPYIOLLEro ¢ NPOAYKTaMn nuTaHus".

5l
Bce kpacuTenu kpacsiiero KoHUeHTpaTa cooTBeTCTBYIOT pesoniounn AP 89 (1)

MpoaykT nponsBeaeH B COOTBETCTBUM C pernameHTom Komuccnm EC Ne 2023/2006 ot 22
nekabps 2006 o Hagnexaluen npon3BoACcTBEHHOM NpakTUKe MaTepuarnos,
npegHasHavYeHHbIX Ansi KOHTaKTa ¢ npogyktamu nutanus (GMP).

MoHomepsbl 1 cneuuansHele 4obaBky, NCNONb30BaHHbIE NPY MPOM3BOACTBE NPOAYKTa
nepeuncnexsl B MNMpunoxeHun | Pernamenta Komucenm (EC) Ne10/2011 ot 14 aHBaps
2011 o NnacTUKOBbIX MaTepuanax, npeaHa3HavYeHHbIX A8 KOHTaKTa ¢ NpoayKTamu
nuTaHusa. YyteHbl Tekywme nonpasku (EC) 2023/1627.

Vcnonb3oBaHbl MOHOMEPbI W/unu fobaeku ¢ npegenom yaensHow murpauum (MYM). Mpu
cobnogeHnn ycrnoBuii CMONb30BaHUS, BelllecTBa ¢ onpegeneHHbiM [MYM He moryT
nonacTb B MPOAYKT B KONNYeCTBE, npesbilatoem MYM. Mo 3anpocy BO3MOXHO
KOH(pmaeHLansHoe npefocTaBieHne akTyanbHOW MHPOpMaLum O AaHHbIX BELLECTBaX.
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PernamenTbl (EK) Ne 1333/2008
n (EK) Ne 1334/2008

CootBetctBUue FDA CLUA

AHanus nnacTMkoB Ha
Murpauyumro

TUnbl KOHTAKTOB C
npoayKTtaMu nuTaHus

Bpems 1 TemnepaTtypa
MCMONb30BaHUA NPU KOHTaKTe
C NpoayKTaMu NUTaHus

TemnepaTypa Ucnofnb3oBaHUA
6e3 KOHTaKTa ¢ npoaykramMmum
nnTaHunsa

Vikan A/S
CVR. 23456789

Marepnan cneuunansHO cogepXuT obaBku "ABOMHOrO Ha3HavyeHus", nonagaroLlime nog
OrPaHUYEHNS U KPUTEPUM YUCTOTBI, NONagatoLLme nod HopMmaTmeHble akTbl (EC)
1333/2008 u (EC) 1334/2008. Mo 3anpocy Mbl FOTOBbI KOH(MAEHUMANBHO NPEAOCTaBUTb
MHGOPMaLMIO O AaHHbIX BelLeCcTBax.

Bce cbipbeBble MaTepuansl 4ng 4aHHOTO NpodykTa oTBevatoT TpebosaHuam ctaten 170-
199 Pasgena 21 Ceoga chegepanbHbix npasun FDA (YnpasneHusa no caHutapHomy
Ha[30py 3a Ka4yeCcTBOM NULLEBbIX NpoAyKToB 1 nekapcte CLUA).

MonunponuneH otBevaet TpeboBaHuaM nyHkTa CFR 177.1520 "MonvoneduHbl"
Paspena 21 Csopa FDA.

MurmeHTBI KpacsLwero kKoHUeHTpaTta gonyckatotca B nyHkte CFR 178.3297 "Kpacutenu
ansa nonumepos" Pasgena 21 Ceoga FDA.

HepxaBetoLlas cranb B JaHHOM MHCTPYMeHTa cooTBeTcTByeT CBoay npasun no
npoayktam nutanus FDA (JenaptaMmeHTa no HaA3opy 3a 0GOpPOTOB NPOAYKTOB NUTaHUS U

nexkapcTBeHHbIX cpeacTs) u BxoauT B cnncok NSF/ANSI 51-2014 Martepuanos ans
nuiesoro ob6opyaoBaHus.

O6pa3sLbl NPOAYKTOB MM MOXOXMX MPOAYKTOB, NPON3BEAEHHbIX U3 TOrO Xe MracTuka
TEeCTUpOBanuChb Ha OOLLYI MUrpaLmio B COOTBETCTBUM C YCIIOBUSIMU TECTUPOBAHMS,
nponucaHHbiMu B (EC) 10/2011. M3agenve yknageiBaetca B npegen obuwen murpaumm 10
mr/am? nnn 60 mr/kr.

YcnoBusa TectnpoBaHus Ha obuyto murpaumio - OM2 (10 agHewn npu 40 °C)
B kayecTBe MMWUTATOPOB NKLLEBbLIX NPOAYKTOB AN NPOBEPKM obLLen Murpaumm
ncnonb3oBanuncb 50%-HeiMiA aTaHon (umutatop 1), 3%-Has ykcycHas kucnora

(vmutaTop B) 1 onuekoBoe macrno (Mmutatop [2).

CooTBeTCTBME Npegeny yaenbHOW MUrpauum 1 Apyrum orpaHU4eHUsiM NoATBEPXKOEHO
Tectamu, pacyeTamun u UMUTaumen.

Mpu cobniofeHnn HeobxoaNMbIX YCNOBUI U NpeaBUANMbIX OBCTOSATENLCTBAX NPOAYKT
NoaXoAMT ANsi KOHTakTa Co CreayroLwmMMmn TunaMm NpoaykToB NMUTaHNs:

BogHbin
KncnoTtHbin
CnupToBon

YKnpHbin

NHNNN

Cyxoi

JlioBble ycnoBusi KOHTaKkTa ¢ npodykrtamu npu Temnepatype go 100 °C

MwuHumanbHasa Temneparypa: -20 °C
MakcumanbHas Temnepatypa: 100 °C
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O6Lee

Oarta

MpounssegeHo

Vikan A/S
CVR. 23456789

Mepen Mcnonb3oBaHNEM MHBEHTapb AOSMKEH OUYMLLAaTLCS, A€3MHPULMPOBATHCS U
CTEPUNM30BaTLCS, KaK TOro TpebyeT ero HasHayeHue.

Takxke BaXHO NPaBUIIbHO OYMLLATL, Ae3MHDULMPOBaTL U CTepUnM3oBaTb 0bopynoBaHmne
nocne Mcronb30BaHWs, NPUMEHSIS NOAXOASLLME MOKLLEee CPefCcTBO, TeMrnepaTypbl U
Bpemsi.

MpaBunbHOE OYMLLEHNE MHBEHTAPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHUS MUKPOGOB 1
NepPEKPECTHOro 3arpsi3HeHUst U MakCUMarbHO NOBLICUT 3PMEKTUBHOCTbL U JONTOBEYHOCTb
MHBEHTapS.

PekomeHaoBaHHas Temneparypa ctepunmsauum (aBToknaesupoBanus): 121 °C

Mo 3anpocy ynonHOMOY€EHHbIX OPraHoB Mbl NPeaoCTaBMM TPEDYIOLLYIOCS apXMBHYHO
MHOpMaLuio.

KomnaHusa Vikan A/S 3apernctpupoaHa YnpasneHun [JaHum no BeTepnHapum m
npogyktam nutaHusa (DVFA)M Hawa cobcTBeHHas Cuctema KOHTPOns MHCNEKTUpyeTcs
DVFA.

11.01.2024

L et

Kim Gerhardt Aakermann
Materials & Compliance Specialist
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