Vikan.

ADVANCING HYGIENIC CLEANING

MpoussopuTennb

HanMeHoBaHuWe ToBapa

MpoaykT

[MnacTtukoBbIM MaTepuan

MeHoobpasyoLnii KOMNOHEHT
LLletnHkn
HepxxaBetowasi ctanb

CoorBeTcTBUE TPEOGOBAHUAM
EC

PernamenT (EK) Ne 1935/2004

AP(89)1

PernameHT (EK) Ne 2023/2006

PernameHT (EK) Ne 10/2011

Vikan A/S
CVR. 23456789

deknapauus cooTBeTCTBUA

Vikan A/S

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

Knctoyka ans sbinedkun, 50 mm, Msarkuim, cuHum uset

55652503

MonunponuneH, 97%

XvmMmunyeckuii neHoobpasytowmn areHT, 1%
Monubytunerntepedranar (MBT)

Hepxagetowas nonatka npousseaeHa 13 Hepxasetowen ctanu mapku 1,4301 (AISI 304)

B cooTBeTcTBUM € nocTaHoBneHnem kommccmmn EC Ne 1935/2004 craten 3, 11(5), 15mn 17
NPoayKT NpefHa3Ha4YeH Ans KOHTaKTa ¢ NuweBbIMU nNpoaykTamu. MpoaykT nnm ero
ynakoBka MpoMapKMpoBaHbl penbedHbIM 3HaKOM "proMKa 1 BUmKa".

HepxagetoLlas ctanb cootBeTcTByeT EBponenckomy ctaHaapty EN 10088 n
cneumanbHbIM Npegenam Murpaumm, yctaHoBneHHbIM B HopmaTtuse CoseTta EBponbi:
"MeTtannbl 1 cnnaebl, UCNOMb3yeMble AN U3roToBneHnsa obopyaoBaHus,
KOHTaKTMPYIOLLEro ¢ NpogykTamun nutaHns".

5l
Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBETCTBYHOT pesonounn AP 89 (1)

MpoaoykT npousseneH B cooTBeTcTBMM C pernameHTom Komuccun EC Ne 2023/2006 ot 22
nekabps 2006 o Hagnexalen npou3BogCTBEHHOM NPaKTUKe MaTepuarnos,
npegHa3HayYeHHbIX A8 KOHTaKTa ¢ npoagyktamu nutanmns (GMP).

MoHomepbl 1 cneuuansHble 4obaBkW, UCNONb30BaHHbIE NPW NMPOM3BOACTBE NPOAYKTa
nepeyvcneHbl B Mpunoxenunn | PermamerTta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 o NnacTMKOBbIX MaTepuanax, npegHasHa4YeHHbIX Ans KOHTakTa ¢ npogykramu
nuTaHua. YuteHbl Tekywime nonpasku (EC) 2023/1627.

Mcnonb3oBaHbl MOHOMEpPbI W/unu obaeku ¢ npegenom yaensHon murpauum (MYM). Mpu
cobnogeHnn ycrnoBuii UCMonb3oBaHUs, BellecTBa ¢ onpeaenenHbiM [MYM He moryT
nonacTb B MPOAYKT B KONnyecTse, npesbiwatoem MYM. Mo 3anpocy BO3MOXHO
KOH(uAeHUManLHoe NpegocTaBneHne akTyanbHoM MHAOpMaLmMm O AaHHbIX BELLEeCTBax.

Vikan A/S He npyMeHseT MHOIOCIOVHbIE MaTepuanbl C PYHKUMOHANbHbIM 6apbepomMm.

Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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PernameHnTsl (EK) Ne 1333/2008  Martepuman cneyunanesHoO cogepxuT fobaBky "0BOMHOrO HasHavyeHus", nonagaroLime nog,

n (EK) Ne 1334/2008 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.

CootBetcTtBMe FDA CLLUA 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).

Monumepbl n gobaBkM COOTBETCTBYHOT TpeboBaHuAM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. [Jo6aBku pa3spelueHbl ctatben 178 Pasgena 21
FDA (Henpsimbie nuwesble fobaBku), B Lenom npusHatoTtcs 6ezonacHbiMu (GRAS),
paspeLleHbl Kak NULLEBbIE UHIPeOUEHTbI NN pa3peLleHbl Ha OCHOBaHUM NpaBun Ansi
nueBbIx 4o6aBok NpuHATLIX Ao 1958 roga.

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

Bopc 13 nonubytuneHTepedTanata cootBeTcTBYeT HopMaTmBy 177.1660 «[Nonu
(TeTpameTuneH)tepedtanat» Ceoga degepanbHbiXx Npasun YnpasneHus no
CaHVTapHOMY HaA30py 3a Ka4eCTBOM MULLEBbLIX NPOAyKToB 1 MeankameHTos CLUA.

MurmeHTBI KpacsALwero KoHUeHTpaTta gonyckatotcsa B nyHkte CFR 178.3297 "Kpacutenu
ans nonumepos" Pasgena 21 Ceoga FDA.

HepxaBetoLas ctanb B JaHHOM MHCTPYMeHTa cooTBeTcTByeT CBoay npasumm no
npogyktam nutaHua FDA (denaptameHTa no Hag3opy 3a 060poTOB NPOAYKTOB NUTAHUA U
nexkapcTBeHHbIX cpeacTs) u BxoauT B cnncok NSF/ANSI 51-2014 Matepuanos ansi
nuLieBoro obopyaoBaHusl.

AHanus nnacTukoB Ha O6pasLpbl NPOAYKTOB UM MOXOXMX MPOAYKTOB, NPON3BEAEHHbIX U3 TOr0 Xe MracTuka

Murpauumio TECTMPOBaNuCb Ha ObLLYI0 MUrPaLMI0 B COOTBETCTBMN C YCIIOBUSIMU TECTUPOBAHWS,
nponucaHHbivu B (EC) 10/2011. Magenve yknageiBaetcsa B npegen obwen murpaumm 10
mr/am? nnm 60 mr/kr.

YcnoBusa TecTnpoBaHusa Ha obuyto murpaumio - OM2 (10 gHewn npu 40 °C)
B kayecTBe MMWUTATOPOB NWLLEBbLIX NPOAYKTOB AN NPOBEPKM obLLen Murpaumm
ncnons3osanucb 10%-HeiMI aTaHon (umutatop A), 3%-Has ykcycHas kucnota (MmutaTop

B) n onuekoBoe macno (vmutatop [2).

CootBeTcTBUE npeneny y,ueanoDl Murpauum n gpyrum orpaHM4YeHnaM noareepxgeHo
TeCTtamMu, pacyeTtamm n nMuTaumen.

YcnoBus TeCTUPOBaHWSA Ha yaenbHyto murpaumio - 30 muHyT npu 80 °C
MakcrnmarnbHoe OoTHOLLEeHWe 1,9 aM3/100 mn

NOBEPXHOCTU, KOHTAKTUPYHOLLIE
C NPOAYKTaMu NUTaHus, K

obbemy
TuUnbl KOHTAKTOB C Mpwu cobntogeHnn HeoBXOANMBIX YCMOBUIA U NPeaBUAMMbIX 0BCTOATENLCTBAX NPOAYKT
npoAyKTamMmu NUTaHUA NOaXOAMT ANst KOHTaKTa Co CreayrLLMMU TUNamMu NPOAYKTOB MUTaHUS:

|Z[ BoaHbin
Vikan A/S Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
CVR. 23456789 DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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Bpems 1 TemnepaTtypa
MCMONb30BaHUA NPU KOHTaKTe
C NpoayKTaMu NUTaHus

TemnepaTypa ncnofnib3oBaHuUA
6e3 KOHTaKTa c npoaykramum
nnTaHunsa

O6Lee

Oarta

MpounssegeHo

Vikan A/S
CVR. 23456789

KncnoTtHbIn
CnupToBon

YKnpHbin

NEHNANN

Cyxon

JTiobble ycnoBusi KoHTakTa ¢ npoayktamu npu Temneparype o 80 °C B TeyeHue 30
MWHYT.

MwuHumanbHas Temneparypa: -20 °C
MakcumanbHas Temnepatypa: 100 °C

Mepen Mcnonb3oBaHNMEM MHBEHTaPb AOMKEH O4MLLATLCA, AE3UHMULMPOBATLCS U
CTepunn3oBaTbCs, kak Toro TpebyeT ero HasHaveHue.

Takke BaXHO NpaBUIIbHO OYMLLATL, Ae3MHULMPOBaTL U CTepunmM3oBaTb obopynoBaHmne
nocne Mcronb30BaHWs, NPUMEHSIS NOAXOASLLME MOKLLEee CPefCcTBO, TeMnepaTypbl 1
Bpemsi.

MpaBunbHOE OYMLLEHNE MHBEHTaPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHUS MUKPOGOB 1
NepPEKPECTHOro 3arpsi3HeHUst U MakCMMarbHO NOBbLICUT 3PMEKTUBHOCTbL U JONTOBEYHOCTb
WHBEHTapS.

PekomeHgoBaHHas Temneparypa ctepunusauum (aBToknasuposaHus): 121 °C

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

KomnaHnusa Vikan A/S 3apernctpupoBaHa YnpasneHun JJaHum no BeTepnHapmm m
npogyktam nutanusa (DVFA)M Hawa cobcTBeHHas Cuctema KOHTPOns MHCNEKTUpyeTcs
DVFA.
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Kim Gerhardt Aakermann
Materials & Compliance Specialist
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