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Y3kasi uicTsLas WweTka ¢ ANIMHHON py4vkon, 420 MM, XKeCTKUIN, OpaHXXeBbIN LBET

41857

Ly

MonunponuneH, 97%

OpanxeBblin, 2%

XvMuyecknin neHoobpasyowmii areHT, 1%
MonubytuneHtepedranar (MB6T)

Hep>xaBetoLlasi nonaTtka nponsseneHa U3 Hepxasetowen ctany mapku 1,4301 (AISI 304)

B cootBeTcTBMM € nocTaHosneHnem komuccmmn EC Ne 1935/2004 ctaten 3, 11(5), 15mn 17
NPOAYKT NpeAHa3HayeH Ans KOHTakTa ¢ NuLLeBbIMM NpogykTamu. MNpoaykT unu ero
yrnakoBka MpoMapKnpoBaHbl peribeHbIM 3HaKOM "promMKa 1 Bunka".

HepxaBsetoLas ctanb cooTBeTcTByeT EBponerickomy ctangapty EN 10088 u
cneumanbHbIM NpegenaM Murpauum, yctaHoBrneHHbIM B HopmaTuee Coseta EBponbl:
"MeTannel 1 cnnasbl, UCMOSb3yeMble AN U3roTOBNEHNs 06opyaoBaHmS,
KOHTaKTUPYIOLLLEro C NpodykTamun nutaHns".

5l
MpoaykT npon3BeaeH B cooTBeTCcTBMM C pernameHTom Kommcemmn EC Ne 2023/2006 ot 22

aekabps 2006 o Hagnexalen npon3BoacTBEHHONM NpakTUke MaTepuanos,
npefHasHavYeHHbIX Ans KOHTakTa ¢ npoayktamu nutaHus (GMP).

MoHomepbl 1 cneumnansHele 4obaBky, MCNONb30BaHHbIE NPY NMPOM3BOACTBE NPOAYKTa
nepeyvcnensl B Mpunoxennn | Pernamernta Komuceun (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTuKoBbIX MaTepunanax, npeaHasHaYeHHbIX ANA KOHTaKTa ¢ NpogyKTamum
nuTaHua. YuTeHsl Tekywme nonpasku (EC) 2019/1338.

Mcnonb3oBaHbl MOHOMEpPLI u/unun aobaeku ¢ npegenom yaensHon murpauum (MYM). Mpu
cobnogeHn ycnoBuii CMonb3oBaHUs, BELLECTBA C onpeaeneHHbiM MYM He moryT
nonacTtb B MPOAYKT B KONu4yecTse, npesbiwatowem MYM. o 3anpocy BO3MOXHO
KOH(maeHUManeHoe npeaocTaBneHne akTyanbHo MHOopMauum o AaHHbIX BELLECTBaXx.

Vikan A/S He npumeHsieT MHOrOCHoNHbIe MaTepuarbl ¢ PYHKUMOHaNbHLIM 6apbepom.

Reevevej 1 P (+45) 9614 2600 vikan@vikan.com
DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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PernamenTbl (EK) Ne 1333/2008 Martepuan cneumansHO cogepXuT AobaBky "ABOWHOrO HasHavyeHus", nonagatoLme nog

n (EK) Ne 1334/2008 OorpaHvyeHns 1 KpUTEPUN YNCTOTLI, Monagatomne nog HopMmaTueHble akTbl (EC)
1333/2008 u (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOHPUAEHLMANbLHO NPeAoCTaBUTb
MHOpMaLUIO O AaHHbIX BELLECTBAX.

AP(89)1 Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBETCTBYIOT pesoniouun AP 89 (1)

CootBetcTBUue FDA CLLUA Bce cbipbeBble MaTepuransl AnA AaHHOTO NpoAdyKTa oTBevatoT TpeboBaHuam craten 170-
199 Paspgena 21 Ceopa cdeaepanbHbix npasun FDA (YnpaBneHusa no caHntapHomy
HaA30py 3a Ka4eCTBOM NULLEBbLIX NPOayKToB U nekapcts CLUA).

Monumepsbl 1 gobaBku cooTBeTCTBYIOT TpeboBaHuaM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. lobaBku paspelueHbl ctatben 178 Pasgena 21
FDA (Henpsmble nuwieBble fobaBku), B Lenom npusHatotca 6esonacHeiMu (GRAS),
paspeLLeHbl Kak MULLEBbIE MHIPEAMEHThI U pa3peLleHbl Ha OCHOBaHUKM NpaBun Ans
nueBbIX 06aBOK NpUHATLIX A0 1958 ropa.

MonunponuneH oteedvaeT TpeboBaHusAM nyHkTa CFR 177.1520 "MNonvoneduHbl”
Paspnena 21 Cesopa FDA.

MurmeHTbI KpacaLero KoHUeHTpaTa gonyckatotcsa B nyHkTe CFR 178.3297 "Kpacutenn
ansa nonuvepos" Pasagena 21 Ceoga FDA.

Bopc n3 nonnbytuneHTepedTanarta cooTBeTCTBYeT HopMmaTtuay 177.1660 «Monu
(TeTpameTuneH)Tepedranat» Ceoaa denepanbHbIX NpaBun YnpaeneHusi no
CaHWTapHOMY HaZ30py 3a Ka4yeCTBOM MULLEBbLIX NPOAYKTOB U MeaukameHToB CLLA.

HepxaBsetowas ctane B JAaHHOM MHCTPYMeHTa cooTBeTcTByeT CBoAy npasun no
npogyktam nutaHuna FDA (JenaptameHTa no Haasopy 3a 060pOTOB NPOAYKTOB NUTaHMSA U
nekapcTBeHHbIX cpeacTs) u BxoauT B cnmcok NSF/ANSI 51-2014 Matepuanos ansi
nueBoro o6opyagoBaHus.

AHanus nnacTukKoB Ha OGpasLbl NPOAYKTOB UMM NOXOXUX MPOAYKTOB, NPOM3BEAEHHbIX 13 TOrO XXe MracTuka

MUrpaumio TECTUpOBanuNCcb Ha obLLYH MUrpaLmMio B COOTBETCTBMMN C YCIIOBUSIMU TECTUPOBaHNS,
nponucanHbivm B (EC) 10/2011. Nagenve yknagpiBaetcs B npegen obwen murpaumm 10
mr/gm2 unun 60 mr/kr.

Ycnosusi TecTMpoBaHusl Ha obyto murpaumio - OM2 (10 gHeri npu 40 °C)
B kavecTBe MMMTATOPOB NMLLEBbLIX NPOAYKTOB ANS NMPOBEPKN 06LLEen murpauumn
ncnone3oBanucb 10%-HeiMin aTaHon (Mmutatop A), 3%-Hasa ykcycHas kucroTa (MmutaTop

B) n onuekoBoe macno (umutartop 12).

CooTBeTCTBUE Npeaeny yaenbHon MurpaLmmn 1 pyruM orpaHUyYeHUsiM NoaTBEPXKAEHO
TecTtamu, pacHeTamu 1 UMUTaLmuei.

Ycnosus TeCTMpoBaHnsa Ha yaenbHyro murpaumio - 30 muHyT npm 80 °C
MakcumanbsHoe oTHoLleHue 2,0 om3/100 mn

NMOBEPXHOCTU, KOHTAKTUPYIOLLEN
C NpodyKTaMu NUTaHus, K

o6bemy

Tunbl KOHTAKTOB C Mpn cobnogeHn HeobxoaMMbIX YCNOBUA U NPeaBUaNMbIX OBCTOATENBCTBAX NPOAYKT
npoayKTaMu NUTaHUs NoAXoAuT ANS KOHTaKTa co CNeayloLWmMMN TUNaMm NpoayKToB NUTaHUS:
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BoaHbin
KncnoTHbein
CnupToBon

YKupHbIn

NNNANN

Cyxon

Bpems n temnepartypa Jliobble ycnoBus koHTakTa ¢ npoagyktamu npu Temnepatype go 80 °C B TeueHue 30
MCNONb30BaHUA NPU KOHTAKTe  MUHYT.
C NpoAyKTamu NUTaHus

TemnepaTtypa ucnonb3osaHusa  MuHuManbHas Temneparypa: -20 °C

6e3 KOHTaKTa c NnpoAyKTaMmu MakcumaneHas Temnepatypa: 100 °C
nuTaHua
O6wee Mepen ncnonb3oBaHMEM MHBEHTAPb AOSPKEH OUMLLATLCS, Ae3UHMMLUMPOBATLCS U

CTepunmn3oBartbCqd, Kak TOro TpeGyeT €ro HasHa4yeHue.

Takke BaXKHO MPaBUIbHO OYULLATL, Ae3MHDULMPOBAaTL U CTEPUIM30BaTL 060pyaoBaHme
nocre 1cnonb30BaHuUs, NPUMEHSIS NOAXOAsILIME MOOLLee CPEACTBO, TeMMepPaTypbl 1
Bpemsl.

MpaBunbHOE OYULLEHNE MHBEHTaPSI CBEAET K MMHUMYMY PUCK Pa3MHOXEHUS MUKPOGOB 1
NepeKpecTHOro 3arpsi3HEHNs1 U MaKCUMarbHO NOBLICUT 3(MEKTUBHOCTbL U AONTOBEYHOCTD
MHBEHTaps.

PekomeHOoBaHHasi TemnepaTypa crepunusaumnm (asToknasmposanus): 121 °C

Mo 3anpocy ynonHOMOYEHHbIX OPraHoB Mbl MPeOCTaBUM TPEOYIOLLYIOCS apXMBHYIO
UHdopMaumio.

Komnanusa Vikan A/S 3apernctpupoBaHa YnpasneHuv [JaHum no BeTepyHapum u
npogyktam nutanns (DVFA)M Hawa cobecTBeHHas Cuctema KOHTPONS MHCMEKTUpYeTCs
DVFA.

Oarta 01.07.2020

MponsseneHo SA(‘M’ ). , B‘\S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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