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Xvmnyecknii neHoobpasyowmn areHT, 1%
Monunbytunentepedranart (MB6T)

Hep>xaBeloLas nonatka nponssegeHa U3 Hepxasetowen ctany mapku 1,4301 (AISI 304)

B cootBeTcTBUM ¢ nocTaHoBneHuem kommccum EC Ne 1935/2004 ctatem 3, 11(5), 15mn 17
NpoAyKT NpeaHa3HayeH A5 KOHTaKTa C NUeBbIMU Npodyktamu. MpoaykT nnu ero
yrnakoBKka MpoMapKMpoBaHbl pefnibedHbIM 3HaKoM "proMKa 1 Burka".

Hep>xaBetowasn ctanb cootBeTcTByeT EBponerickomy ctaHgapty EN 10088 u
cneuyanbHbIM Npegenam Murpaumu, yctaHoeneHHsIM B Hopmatuse Coseta EBponbi:
"MeTannbl 1 cnna.bl, UCMOMNb3yeMble ANA N3roTOBNEHWS 06opyaoBaHmus,
KOHTaKTVPYIOLLIEro ¢ NpodykTamun nutaHns"”.

W1
Bce kpacuTtenu kpacsiiero KOHUeHTpaTa CoOOTBETCTBYHOT pesontouun AP 89 (1)

MpoaykT nponsseaneH B cootTBeTcTBMU C pernameHToMm Komuceun EC Ne 2023/2006 ot 22
aekabpsa 2006 o Hagnexalen nponsBoaCcTBEHHOM NPakTUKE MaTepuarnos,
npegHa3HavYeHHbIX ANs KOHTaKTa ¢ npoayktamu nutanuns (GMP).
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PernamenT (EK) Ne 10/2011 MoHomepbl 1 cneumnansHble 406aBKM, NCMOMNb30BaHHbIE NPY NPOU3BOACTBE NPOAYKTa
nepeuncnetsbl B Mpunoxenun | Pernamenta Komucenn (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTuKoBbIX MaTepunanax, NnpeaHasHaYeHHbIX ANA KOHTaKTa ¢ NpogyKTamm
nuTaHua. YuTeHsl Tekywme nonpasku (EC) 2020/1245.

Wcnonb3oBaHbl MOHOMEpbI u/nnu fobaeku ¢ npegenom yaensHown Murpauun (MYM). Mpu
cobntogeHnn yCrnosuii NCNonb30BaHns, BellecTsa ¢ onpeaeneHHsim MYM He moryT
nonacTb B MPOAYKT B KonM4ecTBe, npesbiwatowwem MYM. No 3anpocy BO3MOXHO
KOHMMAeHUManbLHoe NpegocTaBneHne akTyanbHoW MHOPMaLmn O AaHHbIX BELLeCTBax.

Vikan A/S He npMMeHseT MHOTOCINOMHbIE MaTepuans! ¢ yHKUMOHaNbHbIM 6apbepomM.

PernamenTbl (EK) Ne 1333/2008  Martepuan cneumansHO cogepXuT AobaBky "ABOMHOMO HasHavyeHus", nonagatoLme nog

n (EK) Ne 1334/2008 OrpaHNYeHNs N KpUTEPUM YMCTOThI, NONagaroLme nog HopmatueHble akTel (EC)
1333/2008 un (EC) 1334/2008. No 3anpocy Mbl roTOBbI KOHPUAEHUMANbHO NPEAOCTaBUTb
MHOpMaLUIo O AaHHbIX BELLECTBAX.

CooteeTtcteue FDA CLLUA Bce cbipbeBble MaTepuansl AN 4aHHOTO NpoAyKTa oTBevatoT TpeboBaHusam craten 170-
199 Pasgena 21 Ceopa cdeaepanbHbix npasun FDA (YnpasneHusa no caHntapHomy
HaA30py 3a Ka4eCTBOM NuLLEBLIX NPOayKToB 1 nekapcts CLUA).

Monumepsbl 1 [ob6aBKM COOTBETCTBYIOT TpeboBaHuaM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasnena 21 FDA. [JoGaBku pa3pelueHbl ctaTtbet 178 Pasgena 21
FDA (Henpsimble nuieBble fobaBku), B Lenom npusHatotca 6esonacHeiMu (GRAS),
pa3peLleHbl Kak MULLEBbIE MHIPEANEHTbI UM pa3peLleHbl Ha OCHOBaHUKM NpaBui Ans
nuweBbix 4o6aBOK NpUHATLIX Ao 1958 roaa.

MonunponuneH oTeBevaeT TpebosaHmAM nyHkta CFR 177.1520 "MonvoneduHbl”
Paspena 21 Csopa FDA.

Bopc 13 nonubyTtuneHTepedTanara cooTBeTcTByeT HopMmaTmey 177.1660 «[MNonun
(TeTpameTuneH)Tepedtanat» Ceoaa denepanbHbIX NpaBun YnpaeneHusi no
CaHWTapHOMY HaZ30py 3a Ka4yeCTBOM MULLEBbLIX NPOAYKTOB U MeaukameHToB CLLA.

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

HepxkaBetoLasi ctanb B JAaHHOM MHCTpYMeHTa cooTBeTcTByeT CBoAy npaBusi rno
npoayktam nutaHus FDA (JenapTameHTa no Haa3opy 3a 060poToB NPOAYKTOB NUTAHWA U
nekapcTBeHHbIX cpeacTs) 1 BxoguT B cnucok NSF/ANSI 51-2014 Martepuanos ans
nuLieBsoro obopynoBaHus.

CooTBeTCTByeT HOpMaTUBaMm Tosap cootBeTcTBYeT PernameHty 2019 Ne 704 ([Monpaska) (B CBSI3U C BbIXOA0M

Benuko6putaHum Benukobputanuu ns EC) o BewectBax n matepmanax, KOHTaKTUPYHOLLMX C NULLEBON
npoayKumnen.
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AHanus nnacTMkKoB Ha
Murpauuro

MakcumarnbHoe oTHoLLEeHue
NOBEPXHOCTU, KOHTaKTUPYHOLLEe
C NpodyKTamMu NUTaHus, K
o6bemy

TuUnNbl KOHTAKTOB C
npoayKkramMmuv nUTaHusA

Bpems n temnepartypa
UCNOJSIb30BaHUA NPU KOHTaKTe
C NpoAyKTaMu NUTaHus

TemnepaTtypa ucnonb30BaHuA
6e3 KOHTaKTa ¢ npoAyKTamu
nUMTaHUA

O6pasLbl NPOAYKTOB UMM MOXOXMX MPOAYKTOB, NPOU3BEAEHHbIX U3 TOTO Xe nracTuka
TECTMPOBAaNMChb Ha OOLLYI0 MUrPaLMIo B COOTBETCTBUM C YCIIOBUAMU TECTUPOBaHWS,
nponucanHbivm B (EC) 10/2011. Nagenve yknagpiBaetcs B npegen obwei murpaumm 10
mMr/am? nnm 60 mr/Kr.

Ycnosus TectupoBaHnsa Ha obwyto murpaumio - OM2 (10 gHewn npum 40 °C)

B kayecTBe MMUTATOPOB NWLLEBbLIX NPOAYKTOB ANS NPOBEpKu obLen murpaumm
ucnonb3soBanucb 10%-HbimiA aTaHon (umutatop A), 3%-Has ykcycHas kucnota (Mmutatop
B) n onnekoBoe macno (nmutatop [2).

CooTtBeTcTBUE npeneny y,u,eanoPl mMurpaunn n apyrum orpaHUM4YeHnAaAM noareepxxgeHo
TecTtamMu, pacyetamum n nMuTaumen.

YcnoBus TeCTUpoBaHns Ha yaenbHyto murpaumio - 30 muHyT npm 80 °C

2,0 om3/100 mn

Mpu cobntofeHn HeoBXOAMMbIX YCIOBUIA U NPeaBUANMbIX OGCTOATENBCTBAX NPOAYKT
NOOXOAUT ANs KOHTaKTa co criegyowmumMmn Tunamm npoayKToB NUTaHUS:

BoaHbin
KncnoTHbin
CnupTtoBon
YKvpHbIn

Cyxon

NNNANN

JTiobble ycnoBust KOHTakTa ¢ npogyktamu npu temneparype o 80 °C B TeueHne 30
MUHYT.

MwuHnmanbHas Temnepartypa: -20 °C
MakcumanbHas Temnepatypa: 100 °C

Vikan A/S
CVR. 23456789

Reevevej 1
DK-7800 Skive

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

vikan@vikan.com
www.vikan.com
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OGuwee Mepea Ucnonb3oBaHNeM MHBEHTaPb AOMKEH OUYMLLATLCS, Ae3MHMULMPOBATLCS 1
CTepunn3oBaTbCs, Kak Toro TpebyeT ero HasHayeHue.

Takke BaXKHO NPaBUIbHO oYMLLATb, Ae3nHUUMPOBaTL U cTepunm3oBaTb 0bopyaoBaHne
nocre 1crnosb30BaHusi, NPUMEHSIA NOAXOASLME MOOLLEee CPEeACTBO, TEeMNepaTyphbl 1
BpeEMS.

MpaBunbHOE OYULLEHNE NHBEHTAPS CBEOET K MUHUMYMY PUCK Pa3MHOXEHWUS MVIKpO6OB n
NepeKkpeCcTHOro 3arpa3HEHMS U MakCMMasnbHO NOBLICUT 3MEKTUBHOCTb U JOSNTOBEYHOCTb
MHBEHTapA4.

PekomeHaoBaHHas Temnepartypa ctepunm3auumn (asToknasunposaHus): 121 °C

Mo 3anpocy ynornHOMOYEHHbIX OpraHoB Mbl NpeaocTaBum TpebyoLLyoCs apXMBHYHO
UHdOpMaumio.

Komnanus Vikan A/S 3apernctpupoBaHa YnpaeneHuu [JaHuv no BeTepuHapumn n
npogyktam nutanns (DVFA)M Halwa cobcTBeHHas CucteMa KOHTPOMst MHCNEKTUPYETCS
DVFA.

farta 11.02.2021

MponsseneHo SA(‘N*’ ). , B‘\S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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