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Jeknapauuns COoTBeTCTBUA

MNpounssoautens Vikan A/S
Reevevej 1
DK-7800 Skive
(+45) 96 14 26 00

HauMeHOBaHMe ToBapa Habop LweTok B konm4yecTBe 3-X WTYK, AguameTpoMm 2, 5, 6 MM, MArkuin, CUHWIA LBeT
Mpoaykt 53623
/1
LeTtnHkn Monunbytunextepedranar (MB6T)
Hep>xaBetowas cranb KpyyeHas npoBonoka 13 HepxxaBetloLLeln cTanu, NponssedeHHas 3 HepXXaBetoLlen cranm

mapku 1.4301 (AISI 304)

CoorBeTcTBME TPeGOBaAHNAM
EC

PernameHTt (EK) Ne 1935/2004 B cootBeTcTBMM € nocTaHoBneHnem kommcemmn EC Ne 1935/2004 npoaykT npegHasHadeH
ANS KOHTaKTa ¢ NuLeBbIMU NpodykTamu. MpoayKT unu ero ynakoeka npoMapKupoBaHbl
penbedHbIM 3HaKoM "proMKa 1 Bunka".

Hep>xaBetoLas ctanb cooTBeTcTBYeT EBponerickomy ctaHgapty EN 10088 u
cneumanbHbIM NpegenaM Murpauum, yctaHoBrneHHbIM B HopmaTuee Coeta EBponbi:
"MeTannbl 1 cnnasbl, UCNOSb3yeMble ANt U3roToBNeHns o6opyaoBaHus,
KOHTaKTUPYIOLWEro ¢ NPoAyKTaMm nuTaHus".

oy
PernameHT (EK) Ne 2023/2006 MpoaykT nponssBeneH B cooTBETCTBUM C pernameHTom Komumccumn EC Ne 2023/2006 ot 22

Aekabps 2006 o Hagnexalue Npon3BOACTBEHHON NPaKTUKe MaTepuanos,
npegHa3HaYeHHbIX A4Ns KOHTakKTa ¢ npoayktamu nutaHus (GMP).

PernamenTt (EK) Ne 10/2011 MoHomepsbl 1 cneuunanbHble 406aBKK, NCMOMNb30BaHHbLIE NPU NPOU3BOACTBE NPOAYKTa
nepeyncneHsl B Mpunoxennn | Pernamernta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTuKoBbIX MaTepuanax, npeaHa3Ha4YeHHbIX ANA KOHTaKTa ¢ NpogyKTamum
nuTaHus. YuteHbl Tekywme nonpaeku (EC) 2020/1245.

Wcnonb3oBaHbl MOHOMEpbI W/nnu fobasku ¢ npegenom yaensHown Murpauun (MYM). Mpu
cobnogeHn ycnoBuii UCNonb3oBaHus, BeELLEeCTBa C onpeaeneHHbiv MYM He moryT
nonacTtb B NPOAYKT B KOnu4yecTee, npessbiwatowem MYM. o 3anpocy BO3MOXHO
KOHUAeHUManbHOe NpefocTaBneHne akTyanbHon nHopmaLmm o aHHbIX BELLEeCTBaXx.

Vikan A/S He npumeHsieT MHOroCronHble MaTepuarbl ¢ OYHKUMOHaNbHLIM 6apbepom.

PernamenTbl (EK) Ne 1333/2008  Marepuan cneuuansHO cogepXuT gobaBky "0BOMHOIO Ha3HavyeHus", nonagaroLLme nog

n (EK) Ne 1334/2008 OrpaHNYeHNs N KpUTEPUM YMCTOThI, MONagarLme nog HopmaTtmeHble akTbl (EC)
1333/2008 n (EC) 1334/2008. Mo 3anpocy Mbl roTOBbI KOHUAEHUMANbLHO NPEAOCTaBUTb
WHdOPMaUMIo O AaHHbIX BellecTBax.

Vikan A/S Reevevej 1 P (+45) 9614 2600 vikan@vikan.com
CVR. 23456789 DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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CootBetctBue FDA CLUA

CooTBeTCTBYeT HopMaTUBam
Benuko6putaHumn

AHanus nnacTMkKoB Ha
Murpauuro

MakcumarbHoe OTHOLLEHME
NMOBEPXHOCTU, KOHTAKTUPYHOLLE
C npoayKTamMu NnTaHu4, K
o6bemy

TuUnNbl KOHTAKTOB C
npoaykKkramMmuv nuUTaHusa

Bpems 1 TemMnepartypa
MCMONb30BaHMUs NPU KOHTaKTe
C NpoAyKTaMy NUTaHuUs

TemnepaTypa ncnosib3oBaHusA
6e3 KOHTaKTa c npoaykramum
nUTaHUA

Vikan A/S
CVR. 23456789

Reevevej 1
DK-7800 Skive

Bce cbipbeBble MmaTepuransl AnA AaHHOTO NpoAdyKTa oTBevatoT TpeboBaHuam craten 170-
199 Paspgena 21 Ceopga cdeaepanbHbix npasun FDA (YnpaBneHusa no caHntapHomy
HaZ30py 3a Ka4eCTBOM NULLEBbLIX NpoayKToB 1 nekapcts CLUA).

Tosap cootBeTcTBYeT PernameHty 2019 Ne 704 (Monpaska) (B CBSI3U C BbIXOA0M
BenukobputaHum ns EC) o BewectBax n matepmnanax, KOHTaKTUPYOLLUMX C NULLEBON
npoayKumnen.

O6GpasLbl NPOAYKTOB UMM NOXOXUX MPOAYKTOB, NPOU3BEAEHHLIX 13 TOrO e MracTuka
TecTMpoBanucb Ha obLLy MUrpaLmio B COOTBETCTBMMN C YCIIOBUSIMU TECTUPOBAHWS,
nponucanHbivm B (EC) 10/2011. Napenve yknageiBaetcsa B npegen obwen murpaumm 10
Mr/am? nnm 60 mr/Kr.

Ycnosus TectupoBaHns Ha obuyto murpaumio - OM2 (10 gHewn npu 40 °C)

B kayecTBe MMUTATOPOB NWLLEBbLIX NPOAYKTOB ANs NPOBepKu obLen Murpaumm
ucnone3osanucb 10%-HbiMi aTaHon (MmutaTop A), 3%-Has ykcycHas kucnota (umuTaTop
B) n onunskoBoe macno (umutaTtop [2).

CootBeTCcTBME npeneny y,qean0|7| mMurpaumum n apyrum orpaHn4eHnAaAmM noareepxxgeHo
TeCctamMmu, pacyetamm n nmMuTaLmen.

YcnoBust TECTUPOBaHNSA Ha yaenbHy murpaumio - 30 muHyT npum 80 °C

2,1 am3/100 mn

Mpu cobniogeHn HeoBXOAMMbBIX YCIOBUIA U NPeaBUANMbIX 0GCTOATENBCTBAX NPOAYKT
NOAXOAUT AMNs KOHTaKTa co criedyoWwmnmMmn Tnamm npogyKTos NUTaHUs:

BoaHbin
KncnoTtHbIn
CnupTtoson

YKnpHbin

NNNNN

Cyxon

JTioOble ycnoBust KOHTaKTa ¢ npogyktamu npu temneparype o 80 °C B TeueHne 30
MUHYT.

MuHumanbHas Temnepatypa: -20 °C
MakcumaneHas Temnepatypa: 100 °C

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

vikan@vikan.com
www.vikan.com
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OGuwee Mepea Ucnonb3oBaHNeM MHBEHTaPb AOMKEH OUYMLLATLCS, Ae3MHMULMPOBATLCH U
CTepunn3oBaTbCs, kak Toro TpebyeT ero HasHayeHue.

Takke BaXKHO NPaBUIbHO OYMLLATb, Ae3nHUUMPoBaThL U cTepunm3oBaTb 0bopyaoBaHne
nocre 1crnosb30BaHusi, NPUMEHSS NOAXOASLME MOOLLEee CPEeACTBO, TeMNepaTyphbl 1
BpeEMSI.

MpaBunbHOE OYULLEHNE NHBEHTAPS CBEOET K MUHUMYMY PUCK Pa3MHOXEHUS MVIKpO6OB n
NepeKkpecTHOro 3arpa3HeEHMs U MakCMMasnbHO NOBLICUT 3MEKTUBHOCTL U JOSNTOBEYHOCTb
MHBEHTapA4.

PekomeHaoBaHHas Temnepartypa ctepunmaauum (asToknasunposaHus): 121 °C

Mo 3anpocy ynornHOMOYeHHbIX OpraHoB Mbl MpeaocTaBum TpebyoLLyoCs apXMBHYHO
UHdOpMaumio.

KomnaHnus Vikan A/S 3apernctpupoBaHa YnpaeneHuu [JaHuv no BeTepuHapumn n
npogyktam nutanms (DVFA)M Halwa cobcTBeHHas CucteMa KOHTPOMst MHCMEKTUPYETCS
DVFA.

farta 11.02.2021

MponsseneHo SA(‘N*’ ). , B‘\S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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