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LeTka-epLu ana ouncTtkm Tpy6, G77 MM, cpeaHuii BOpC, CUHUIA LBET

5380773

MonunponuneH, 97%

CuHni, 2%

XvMuyecknin neHoobpasyowmin areHT, 1%
MonubytuneHtepedranar (MB6T)

Hep>xaBetoLlasi nonatka 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
Bce kpacuTtenu kpacsiLero KoHueHTpaTa cooTBETCTBYHOT pe3ontouun AP 89 (1)

MpoayKT npounsBeaeH B COOTBETCTBMU C pernameHToMm Komuccum EC Ne 2023/2006 ot 22
aekabps 2006 o Hagnexalen npon3BoacTBEHHONM NpakTUKe MaTepuanos,
npegHa3HavYeHHbIX ANs KOHTaKTa ¢ npogykTaMmu nutaHust (GMP).

MoHomepbl 1 cneumnanbHble 406aBKW, NCMOMNb30BaHHbIE NPY NPOU3BOACTBE NPOAYyKTa
nepeuncnetsl B Mpunoxenun | Pernamenta Komucenn (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTUKOBbLIX MaTepunanax, npeaHasHa4YeHHbIX AN KOHTakTa ¢ npoaykraMmu
nuTaHua. YuTeHsl Tekywme nonpasku (EC) 2020/1245.

Wcnonb3oBaHbl MOHOMEpbI u/nnu gobaeku ¢ npegenom yaensHown murpauun (MYM). Mpu
cobnogeHnn yCroBuii NCNonb30BaHns, BellecTsa ¢ onpeaeneHHeiM MNMYM He moryT
nonacTb B MPOAYKT B Konm4yecTBe, npesbiwatowwem MYM. No 3anpocy BO3MOXHO
KOHdMAeHUManbLHoe NpegocTaBneHne akTyanbHoW MHOPMaLmn O AaHHbIX BELLEeCTBax.

Vikan A/S He NnpuMeHsIET MHOTOCONHbIE MaTepuarbl ¢ hyHKLMOHaNbHLIM 6apbepoMm.

Vikan A/S
CVR. 23456789

vikan@vikan.com
www.vikan.com
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PernamenTbl (EK) Ne 1333/2008
n (EK) Ne 1334/2008

CootBetcTBue FDA CLUA

CooTBeTCTBYeT HopMaTUBam
Benunkob6putaHumn

AHanus nnacTMkKoB Ha
Murpauuro

MakcumarbHoe OTHOLLEeHME
MOBEPXHOCTU, KOHTaKTUPYHOLLE
C NpodyKTaMu NUTaHus, K
o6bemy

Vikan A/S
CVR. 23456789

Reevevej 1
DK-7800 Skive

Matepuan cneumanbHO cogepXnT 4obasku "ABOMHOIO HasHadeHus", nonagatoLume noa
OrpaHNYEHUS U KPUTEPUM YMCTOThI, NONagatoLLme nog HopMmatueHble akTbl (EC)
1333/2008 u (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOHPUAEHLMANbLHO NPeAoCTaBUTb
MHOpMaLUIO O AaHHbIX BELLECTBAX.

Bce cbipbeBble MaTepuansl AN AaHHOTO NpoAayKTa oTBevatoT TpeboBaHuam craten 170-
199 Pasgena 21 Ceoaa ceaepanbHbix npasun FDA (YnpaBneHus no caHntapHomy
HaA30py 3a KAa4eCTBOM NuLLEBbLIX NPoaykToB 1 nekapcts CLUA).

Monumepsbl 1 fobaBkM COOTBETCTBYIOT TpeboBaHuaM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. [Jo6aBku pa3pelueHbl ctatben 178 Pasgena 21
FDA (Henpsimble nuiweBble fobaBku), B Lenom npusHatoTca 6esonacHeiMu (GRAS),
pa3speLleHbl Kak MULLEBbIE MHIPEANEHThI UM pa3peLleHbl Ha OCHOBaHUKM NpaBui Ans
nueBbIX 4o6aBoK NpUHATLIX Ao 1958 ropa.

MonunponuneH oteevaeT TpebosaHmaM nyHkta CFR 177.1520 "MonvoneduHb!”
Paspena 21 Csopa FDA.

Bopc 13 nonubyTuneHTepedTanara cooTBeTcTByeT HopmaTmsy 177.1660 «[MNonun
(TeTpameTunen)tepedtanat» Ceoga deaeparnbHbIX Npasun YnpasneHns no
CaHWTapHOMY HaA30py 3a Ka4eCTBOM NULLEBbIX NPOAYKTOB N MeankameHToB CLUA.

MurmeHThl KpacsLero KoHUeHTpaTa gonyckatoTtcs B nyHkTe CFR 178.3297 "Kpacutenu
ansa nonumepos" Pasagena 21 Ceoga FDA.

Hep>xaBetowas cranb B JaHHOM MHCTPYMeHTa cooTBeTcTBYeT CBOAY NpaBwm no
npogyktam nutanmns FDA (JenaptameHTa no Haasopy 3a 060pOTOB NPOAYKTOB NUTaHMSA U
NeKkapcTBEHHbIX cpeacTB) 1 BxoauT B cnvcok NSF/ANSI 51-2014 Matepuanos ansi
nueBoro o6opygoBaHus.

ToBap cootBeTcTBYeT PernameHTy 2019 Ne 704 (MonpaBka) (B CBSA3U C BbIXOAOM
Benukobputanuu n3 EC) o BelecTBax 1 Matepmanax, KOHTaKTUPYHOLLMX C NULLEBON
npoayKumnen.

O6pa3sLbl NPOAYKTOB UMM NOXOXUX MPOAYKTOB, NPOM3BEAEHHBIX U3 TOrO e MracTuka
TecTUpoBanuch Ha obLLy MUrpaLmio B COOTBETCTBMMN C YCIIOBUSIMU TECTUPOBAHWS,
nponucanHeiMu B (EC) 10/2011. U3pgenne yknagsiBaetca B npeaen obwen murpaumm 10
Mr/am? nnm 60 mr/kr.

B kavecTBe MMUTaTOPOB MULLEBbLIX NPOAYKTOB AJ1s1 NPOBEPKU 0BLLE MUrpaumm
ucnonb3oBanucb 10%-Hbimii aTaHon (nmutatop A), 3%-Has ykcycHas kucnota (Mmutartop
B) n onnekoBoe macno (nmutatop [2).

Ycnoswus TecTupoBaHus Ha obuyto murpaumio - OM2 (10 gHewn npu 40 °C)

CooTBeTCTBME Npeaeny yaenbHOW MUrpauum U Apyrum orpaHU4eHnsM NoaATBEPXKAEHO
Tectamu, pacyeTamu 1 UMUTaumen.

YcnoBus TeCTUPOBaHUA Ha yaenbHyo murpaumio - 30 muHyT npu 80 °C

2,0 om3/100 mn
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TUNbl KOHTAKTOB C Mpwn cobnogeHnn HeobxoauMbIX YyCroBuIr 1 NpeaBnanMbIxX obcTosATenbcTBax NpoAYKT
npoayKkraMmu nuUTaHusA noaxoauT And KOHTakTa Co cneayrwnMyn TunamMmm npoayKToB NUTaHUA!

BoaHbin
KncnoTtHbin
CnupTtoBoi
YKvpHbIn

Cyxon

NNNNN

Bpems n temneparypa JTiobble ycnoBus KoHTakTa ¢ npogyktamu npu temneparype o 80 °C B TeueHne 30
MUCNONb30BaHUSA NPU KOHTaKTe  MUHYT.
C npoAyKTamMu NUTaHUsA

TemnepaTtypa ucnonb3oBaHusa  MuHuManbHas Temnepatypa: -20 °C

6e3 KOHTaKTa ¢ NnpoAyKTaMmu MakcumaneHas Temnepatypa: 100 °C
nUTaHUA
O6uwee Mepen ucnonb3oBaHWeM MHBEHTaPb JOIMKEH 0YULLATLCS, AE3MHMULMPOBATLCS 1

cTepunmn3oBatbCAd, Kak TOro Tpe6yeT €ro HasHa4yeHue.

Takke BaXHO NpaBUIIbHO OYMLLATE, Ae3NHDULMPOBATL U CTEPUNU30BaTb 060PYAOBaHME
nocre MCrnonb30BaHUs, NMPUMEHSISI NMOAXOASILLME MOIOLLEee CPeACTBO, TEMMNepaTypbl 1
BpeEMSI.

MpaBunbHOE OYULLEHNE UHBEHTAPSI CBEAET K MUHUMYMY PUCK PA3MHOXEHUS MUKPOGOB 1
NepPEeKPeCTHOro 3arpsi3HeHNs U MakCMMarnbHO NOBLICUT 3PPEKTUBHOCTL U AONTOBEYHOCTb
WHBEHTaps.

PekomeHOoBaHHasi Temnepatypa crepunusauum (asToknasmposanus): 121 °C

Mo 3anpocy ynornHOMOY€HHbIX OpraHoB Mbl NpeaoCcTaBuM TPebyoLLYOCS apXMBHYHO
UHdOopMaumio.

Komnanus Vikan A/S 3apernctpmpoBaHa YnpaeneHuu [JaHuv no BeTepuHapumn n
npogyktam nutanns (DVFA)M Hawa cobcTBeHHas CucteMa KOHTPOMst MHCMEKTUPYETCS
DVFA.

Oarta 20.08.2021

MponsseneHo S‘B(‘M’ ). , B‘\S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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