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Monunbytunentepedrtanat (MBT)

KpydeHas npoBorioka 13 Hep)kasetoLLen cTanum, NponssefeHHas U3 HepxkaBetoLLen cTanm
mapku 1.4301 (AISI 304)

B cooTtBeTCcTBUM C NnocTaHoBneHnemM kommceun EC Ne 1935/2004 npopaykT npegHasHayeH
ANsi KOHTakTa ¢ nuLieBbIMK NpoaykTamu. MNpoayKT unu ero ynakoska npoMapkupoBaHbl
penbedHbIM 3HAKOM "prOMKa U1 BUnka".

HepxaBetowwas ctanb cootBeTcTByeT EBponerickomy ctaHaapty EN 10088 n
cneumanbHbIM Npegenam Murpaumm, ycTaHoBrneHHbIM B HopmaTuee CoseTa EBponbi:
"MeTansbl 1 cnnasbl, UCNOMb3yeMble 415 U3roToBNEHUs 060pyaoBaHms,
KOHTaKTUPYIOLLEro C MPOAYKTaMu nuTaHms".

W1
MpoaoykT npousBeneH B cooTBeTCTBMM C pernameHTom Komuccum EC Ne 2023/2006 ot 22

aekabpsa 2006 o Hagnexawen npon3BoaCcTBEHHOW NMPaKTMKe MaTepunarnos,
npeaHasHayYeHHbIX AN KOHTaKTa ¢ npoayktamu nutanuns (GMP).

MoHomepsbl 1 cneuunanbHble 4o6aBKKM, NCNOMNb30BaHHbIE MPY NPOM3BOACTBE NPOAYKTa
nepeuuncnensl B MNpunoxeHun | Pernamerta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTMKoBbIX MaTepuanax, npeaHa3HavYeHHbIX ANns KOHTaKTa ¢ NpoAykTaMum
nuTaHus. YuTeHsl Tekylme nonpasku (EC) 2019/37.

WMcnonb3oBaHbl MOHOMEpPBI M/unn gobaekv ¢ npegenom yaenbHon murpauuu (MYM). MNpu
cobnogeHnn ycnosun NCNonb3oBaHWs, BelecTsa ¢ onpegeneHHsim [MYM He moryT
nonacTb B MPOAYKT B Konn4yecTBe, npesbiwwatoliem MYM. No 3anpocy BO3MOXHO
KOHdMAeHUManeHoe NpeaocTaBneHne akTyanbHON MHPOPMaLnM O AaHHbIX BELLEeCTBaXx.

Vikan A/S He npyMeHsieT MHOrOCNoNHbIE MaTepuarbl ¢ YHKLMOHaMNbHbIM GapbepomMm.

Matepuan cneumansHo cogepxut gobasku "ABONHOrO Ha3HavyeHus", nonagaroLume noa
OrPaHNYEHUs N KPUTEPUM YMCTOTHI, NonNagatroLme nod HopMmaTueHble akThbl (EC)
1333/2008 un (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOH(MAEHUMANBHO NPeaoCTaBUTb
WH(OPMaLWMIO O AaHHbIX BeLLeCTBax.

Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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CootBetcTBue FDA CLUA

AHanus nnacTukKoB Ha
Murpauumio

MakcumanbHoe OTHOLLEeHne
NMOBEPXHOCTU, KOHTAKTUPYHOLLEN
C MpoayKTaMu NUTaHus, K
o6bemy

Tunbl KOHTAKTOB C
npoAayKTaMu nutTaHus

Bpems 1 TeMnepaTypa
MCNONb30BaHUA NPU KOHTaKTe
C npoAayKTaMu nUTaHus

TemnepaTtypa ucnonb3oBaHuA
6e3 KOHTaKTa c npoAyKTammn
nUTaHmA

Vikan A/S
CVR. 23456789

Raevevej 1
DK-7800 Skive

Bce cbipbeBble MaTepuansl Ans AaHHOro NpoAykTa oTBevaroT TpeboBaHusam ctaten 170-
199 Paspena 21 Ceoaa denepanbHbix npasun FDA (YnpasneHusi no caHuTapHOMY
HaA30py 3a KAa4eCTBOM NULLEBLIX NPOAYKTOB 1 nekapcts CLUA).

O6pa3supbl NPOAYKTOB UM NOXOXUX NPOAYKTOB, NMPOM3BEAEHHbBIX U3 TOrO e nnacTvka
TECTMPOBANMCb Ha OOLLYI0O MUrPaLMI0O B COOTBETCTBUM C YCIIOBUSIMU TECTUPOBAHUS,
nponucanHbivu B (EC) 10/2011. Uspenve yknageiBaeTca B npeaen obuwen murpaumm 10
mr/gm2 mnun 60 mr/kr.

YcnoBusi TeCTUpoBaHWs Ha o6Lwyto Murpauuto - OM2 (10 gHen npu 40 °C)

B kavecTBe MMTATOPOB NULLEBLIX MPOAYKTOB AN NPOBEPKW 06LLen Mmurpauumn
ucnonb3oBanunce 10%-Hbimin aTaHon (umutaTtop A), 3%-Hasi yKCycHas kucnorta (ummutaTop
B) n onuekoBoe macno (vmutatop 2).

CooTBeTCcTBME Npeaeny yaenbHON MUrpauum n pyrum orpaHu4eHnsam noaTBepXaeHo
TecTtamu, pacyeTamu U UMUTALIMEN.

Ycnosusa TecTupoBaHusa Ha yaenbHyo murpaumto - 30 mmHyT npu 80 °C

2,1 am3100 mn

Mpu cobniogeHnn HeobxoaNMbIX YCrOBUIA U NpeaBMANMbIX 06CTOATENBCTBaX NPOAYKT
NOAXOAUT AN KOHTaKTa Co criedylowmnmy Tunamm NPoAYyKTOB NMUTaHWSA:

BoaHbin
KncnoTtHbin
CnupTtoson

YKvpHbI

NENNNEN

Cyxon

JTio6Gble ycnoBusi KoHTakTa ¢ npogyktamun npu Temnepatype o 80 °C B TeyeHune 30
MUHYT.

MwuHnmanbHas TemnepaTtypa: -20 °C
MakcumanbHas Temnepatypa: 100 °C

P (+45) 9614 2600
F (+45) 9614 2655

vikan@vikan.com
www.vikan.com
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Oo6Lee

Oarta

MpouseeneHo

Vikan A/S
CVR. 23456789

Mepen MCNONb30BaHMEM MHBEHTAPb AOSHKEH OYMLLATLCA, AE3UHDULMPOBATLCSA 1
CTepunn3oBaThCs, Kak Toro TpebyeT ero HasHayeHue.

Takke BaXXHO NpaBuUMbHO OYULLATL, Ae3NHULMPOBATL U CTEpUNn3oBaTh 0b6opyaoBaHue
nocrne MCrnonb30BaHusi, NIPUMEHSS NOAXOASLLME MOtoLLee CpeCTBO, TemMnepaTypbl U
BpeMS.

MpaBunbHOE OYMLLEHNE MHBEHTApPsi CBEAET K MUHUMYMY PUCK PAa3MHOXEHUS MUKPOGOB 1
NEePEKPECTHOro 3arpsi3HEHNST U MaKCUMarbHO MOBbLICUT 3(PEKTUBHOCTb U AONTOBEYHOCTb
WHBEHTaps.

PekomeHpoBaHHas TemnepaTypa ctepunusauuy (aBtoknasuposanus): 121 °C

Mo 3anpocy ynornHOMOYEHHbIX OPraHoB Mbl NPeAOCTaBUM TPeOYIOLLYIOCS apXMBHYHO
MHOopMaLMIo.

KomnaHus Vikan A/S 3apernctpupoBaHa YnpasneHum [JaHum no BeTepuHapum n
npogyktam nutanus (DVFA)M Hawa cobctBeHHas Cuctema KOHTPOnst MHCNEKTUpyeTcs
DVFA.

02.02.2019

SA( o ). . B‘\ S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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