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Ckpebok ¢ paboyelt NNacTMHON N3 HepXkaBenku A5is CTONoB U nNonos, 260 MM, KpacHbIi
uBeT

29104

e

MonunponuneH, 98%
KpacHbin, 2%

HepxaBetowiaa nonaTtka nponssefeHa u3 Hepxasetowen ctanu mapku 1,4301 (AISI 304)

Hepxagetowwasa ctans cootBeTcTBYeT EBponenckomy ctaHgapty EN 10088 n
crneuvansHbIM NpegenaM Murpauuy, ycTaHoBneHHbIM B Hopmatuse CoeTa EBponbi:
"MeTannbl 1 cnnaebl, UCMONb3yeMble Anst U3roToBneHns obopynoBaHns,
KOHTaKTVPYIOLLLEro C MPOAYKTaMu nuTaHmsa".

B cooTtBeTCcTBUM C NnocTaHoBneHneM komuccun EC Ne 1935/2004 npopykT npegHasHayeH
AnNsi KOHTaKTa C NuLeBbIMK NpoaykTaMu. MNpoayKT unu ero ynakoska NpoMapKUpOBaHbl
penbedHbIM 3HaKoM "proMKa 1 BUNKa".

5l
MpoaykT npounsBeneH B cOOTBETCTBMM C pernameHTom Komuccum EC Ne 2023/2006 ot 22

aekabpsa 2006 o Hagnexalen npon3BoaCcTBEHHOW NpaKTMKe MaTepuarnos,
npefHa3HayYeHHbIX AN KOHTakTa ¢ npogykramu nutanuns (GMP).

MoHomepsbl 1 cneuuaneHble 4o6aBKW, UCNOMb30BaHHbLIE MPY NPOU3BOACTBE MPOAYKTA
nepeuyncnetsl B [punoxeHun | Pernamenta Komucenm (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTMKoBbIX MaTepunanax, npeaHasHavYeHHbIX ANns KOHTakTa ¢ NpoaykraMmu
nuTaHms. YuTeHsl Tekylme nonpasku (EC) 2019/37.

Mcnonb3oBaHbl MOHOMEpPLI U/unu fobaeku ¢ npegenom yaenbHon murpaumm (MYM). Mpu
cobniogeHnn ycrnoBumin NCNonb3oBaHUs, BELLLECTBA C onpeaeneHHsiM [YM He moryT
nonacTtb B MPOAYKT B Konu4yecTse, npesbiwatoiem MYM. Mo 3anpocy BO3MOXHO
KOH(pmaeHUansHoe NpeaocTaBneHme akTyanbHON MHpopMaLum 0 AaHHbIX BELLLECTBAX.

Vikan A/S He npyMeHseT MHOroCnonHble MaTepuansl ¢ yHKLMOHaNbHbIM 6apbepom.

Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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PernamenTsl (EK) Ne 1333/2008
n (EK) Ne 1334/2008

AP(89)1

CootBetctBue FDA CLUA

AHanus nnacTMkKoB Ha
Murpauuio

MakcumanbHoe oTHoLLEeHMe
NOBEPXHOCTU, KOHTaKTUPYIOLLEN
C NpoAyKTamu NuUTaHusl, K
obbemy

TuUnbl KOHTaAKTOB C
npoayKkraMmuv nuTaHua

Vikan A/S
CVR. 23456789

Matepuan cneumansHo cogeput Aobasku "ABONHOrO Ha3HavyeHus", nonagaroLume noa
OrPpaHNYEHUs N KPUTEPUM YNCTOThI, NonagatoLme nod HopMmaTueHble akTbl (EC)
1333/2008 n (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOH(MAEHUMANBHO NPeaoCcTaBUTb
WH(OPMaLWMIO O AaHHbIX BeLLeCcTBax.

Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBETCTBYHOT pe3sonounn AP 89 (1)

Bce cbipbeBble MaTepuanb! Ans 4aHHOro NpoaykTa oTBevatoT TpeboBaHusM crateit 170-
199 Pasgena 21 Ceopa denepanbHbix npasun FDA (YnpaeneHus no caHMTapHoOMy
HaA30py 3a KAa4eCTBOM MULLEBLIX MPOAYKTOB 1 nekapcts CLUA).

Monumepsbl 1 [obaBkn COOTBETCTBYHOT TpeboBaHuAM cTatbam 174, 175, 176, 177, 178,
181, 182, 184 1 186 Pasgena 21 FDA. [Jo6aBku pa3spelueHbl ctaTbent 178 Pasgena 21
FDA (Henpsimble nuweBble AobaBku), B uenomM npuaHatotcs 6esonacHeimu (GRAS),
pa3pelueHbl Kak NULLIEBbIE MHIPEANEHTb! UM pa3peLLeHbl Ha OCHOBaHMM NpaBun ans
nueBbix 4o6aBoK NpUHATLIX Ao 1958 roaa.

MonunponuneH oteedvaeT TpeboBaHuam nyHkta CFR 177.1520 "MonvnoneduHb!”
Paspena 21 Ceopa FDA.

MUrMeHTbI KpacsLLero KoHLeHTpaTa gonyckatotcsa B nyHkTe CFR 178.3297 "Kpacutenu
ans nonumepos" Pasgena 21 Ceoaa FDA.

Hep>xaBetoLwas cranb B JaHHOM MHCTPyMeHTa cooTBeTCTBYeT CBOAy npasun no
npoayktam nutanusa FDA (JenaptameHTa no Hag3opy 3a 060poToB NPOAYKTOB NUTAHUSA U
nekapcTBeHHbIx cpeacTts) n BxoauT B cnncok NSF/ANSI 51-2014 MaTtepuanos ans
nvesoro obopyaoBaHus.

OGpa3sLpbl NPOAYKTOB MIN MOXOXMX NPOAYKTOB, NMPOU3BEAEHHbIX 13 TOrO Xe nnacTuka
TECTMPOBanuCcb Ha O6LLYI0 MUrpaLuio B COOTBETCTBUM C YCNOBUSAIMU TECTUPOBaHUS,
nponucanHeiMu B (EC) 10/2011. N3pgenne yknagsiBaetca B npegen obuwen murpaumm 10
Mr/am? nnmn 60 mr/kr.

YcnoBus TecTMpoBaHus Ha o6yt murpaumio - OM2 (10 gHen npu 40 °C)
B kayecTBe MMUTATOPOB MULLEBLIX NMPOAYKTOB Ans NPOBepKu obLuen Murpaumm
ucnonssoBanunce 10%-Hbimin 3TaHon (MmutaTop A), 3%-Has yKcycHas kucnorta (ummutaTop

B) n onuekosoe macno (umutatop 2).

CooTBeTCcTBME Npeaeny yaenbHOW MUrpaumum n opyrum orpaHUyeHUsiM NoATBEPXKAEHO
Tectamu, pacyeTamu U UMUTaLMEN.

2,0 om3/100 mn

Mpwv cobnioaeHnn HeoBXoAUMBIX YCMOBUIA U NpeaBUaMMbIX 06CTOATENbCTBAX NPOAYKT
NoAXoAWT AJISl KOHTaKTa Co CreayroLwWwyMi TUNaMm NpoayKToB NUTaHUS:

[Z[ BoaHbin
E[ KncnoTHbIn

[v] CrwmptoBoii
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Bpems 1 TeMnepaTypa
MCNONb30BaHUA NPU KOHTaKTe
C NpoAayKTaMu NUTaHus

TeMnepaTtypa ucnonb3oBaHuA
6e3 KOHTaKTa ¢ npoayKTrammn
nuTaHua

O6wee

Oarta

MponseegeHo

Vikan A/S
CVR. 23456789

[V] >KupHbiii
[v] Cyxon

JTioGble ycnoBus KOHTakTa ¢ npogyktamu npuv Temnepatype go 170 °C

MwuHnmanbHas TemnepaTtypa: -20 °C
MakcumanbHas Temnepatypa: 170 °C

Mepea ncnonb3oBaHWMEM MHBEHTAPb OOMKEH OYULLATBLCH, Ae3MHPULMPOBATLCH U
CTepunm3oBaTbCA, Kak TOro Tpe6yeT €ro HasHaveHue.

Takke BaXXHO NpaBUMbHO o4nLaThb, Ae3nHULMPOBaTL U CTepunM3oBaTth o6opyaoBaHue
nocre MCcrnonb30BaHusi, IPUMEHSISt NOAXOASLLME MOIOLLee CPpefCTBO, TeMnepaTypbl
BpEMSI.

MpaBunbHOE OYULLEHNE UHBEHTAPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHWUS1 MUKPOOOB 1
NepeKkpecTHOro 3arpsi3HEHUS U MaKCUMarbHO MOBbLICUT 3MEKTUBHOCTbL U LONFOBEYHOCTb
MHBEHTaps.

Mo 3anpocy ynornHOMOYEHHbIX OPraHoB Mbl NPEAOCTaBUM TPEDYHOLLYIOCS apXMBHYHO
MHopMaLMIo.

Komnanusa Vikan A/S 3apeructpvpoBaHa Ynpasnenun [JaHnm no BeTepuHapum u
npogyktam nutanus (DVFA)m Hawa cobecTBeHHas Cuctema KOHTPONst MHCNEKTUpyeTCs
DVFA.

01.02.2019
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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