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MonunponuneH, 97%

CuHnia, 2%
Xumunyecknin neHoobpasytowmii areHT, 1%
Monnbytunentepedtanar (MNBT)

HepxaBetoLwasn nonatka nponsseaeHa n3 HepxasetoLen cranu mapku 1,4301 (AISI 304)

B cootBeTcTBUM € nocTaHoBneHnem komuceun EC Ne 1935/2004 cratbm 3, 11(5), 15n 17
NpoAYKT NpegHasHayeH ANng KOHTakTa ¢ nuLieBbiMy npoayktamu. MpoaykT unum ero
ynakoBka MpOMapKMpoBaHbl penbedHbIM 3HaKOM "proMKa 1 BUnka".

HepxaBetowwas ctanb cootBeTcTBYeT EBponenckomy ctaHaapty EN 10088 n
cneumanbHbIM NpedenamM Mmurpaunm, yctaHoBrneHHbIM B Hopmatuee Coseta EBponbl:
"MeTannbl 1 cnnaebl, MCNOMb3yeMble A5 U3roTOBNEHNs 06opyaoBaHUS,
KOHTaKTVPYIOLLEEro C NpodykTamu NnuTaHns".

5l
Bce kpacuTenu KpacsLero KoHUeHTpaTa cooTBeTCTBYHOT pesontounn AP 89 (1)

MponykT npousBeneH B cooTBeTcTBMM C pernameHTom Kommccun EC Ne 2023/2006 ot 22
nekabps 2006 o Hagnexaluen npon3BoACTBEHHOM NPaKTUKe MaTepuarnos,
npeaHasHaYeHHbIX 41 KOHTaKTa ¢ npogyktamu nutanus (GMP).
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PernameHT (EK) Ne 10/2011

PernamenTbl (EK) Ne 1333/2008
n (EK) Ne 1334/2008

CootBetctBUue FDA CLUA

CoorBeTCTBYET HOpMaTMBam
Benuko6putaHumn

Vikan A/S
CVR. 23456789

MoHomepsbl 1 cneyunanbHble 406aBKK, NCMONb30BaHHbIE NPY NPOU3BOACTBE NPOAYKTa
nepeyvcnexbl B [Mpunoxennn | Permamernta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 o NNacTMKOBbLIX MaTepuanax, npegHasHa4yeHHbIX 4115 KOHTaKTa ¢ NnpogykTamm
nuTaHus. YurteHsl Tekywme nonpaeku (EC) 2023/1627.

Vcnonb3oBaHbl MOHOMEpPbI W/unu obasku ¢ npegenom yaensHon murpauum (MYM). Mpu
cobnogeHnn ycrnoBuii UCNonNb3oBaHUs, BelllecTBa ¢ onpeaenenHbiM [MYM He moryT
nonacTtb B NPOAYKT B KONNYeCTBE, npesbilwatoem MYM. Mo 3anpocy BO3MOXHO
KOHuaeHUMansHoe NnpegocTaBneHne akTyanbHon MHOpMaLmMm O AaHHbIX BELlecTBax.

Vikan A/S He npyMeHseT MHOIOCINOVHbIE MaTepuarnbl ¢ PYHKUNOHaNbHbIM 6apbepom.

Matepvan cneuunansHO cogepXnT obaBku "OBOMHOIO Ha3HavyeHus", nonagaroLime nog
OrpPaHUYEHNsT U KPUTEPUM YUCTOTHI, MoNaaaroLLme nNod HopMaTmeHble akTbl (EC)
1333/2008 n (EC) 1334/2008. INo 3anpocy Mbl rOTOBbI KOHOUAEHUMANBHO NPEAOCTaBNUTb
WHGOPMaLMIO O AaHHbIX BelllecTBax.

Bce cbipbeBble MaTepuansl 4S8 4aHHOIO NPOAyKTa oTBevaroT TpeboBaHusam ctaten 170-
199 Paspena 21 Ceoaa deaepanbHbix npasun FDA (YnpaBneHus no caHuTapHoMmy
HaZ30py 3a Ka4yecTBOM NULLEBbLIX NpoAyKToB 1 nekapcte CLUA).

Monumepbl n fo6GaBkM COOTBETCTBYHOT TpeboBaHuAM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasnena 21 FDA. [Jo6aBku pa3pelueHbl cTaTbelt 178 Pasgena 21
FDA (Henpsmble nuwesble fobasku), B Lenom npuaHatotca 6esonacHeiMm (GRAS),
paspeLUeHbl Kak MULLEBbIE UHIPEOVEHTbI NN pa3peLleHbl HA OCHOBaHUN NpaBwn Ansi
nueBbIX o6aBoK NpuHATLIX 4o 1958 roga.

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

Bopc 13 nonubytuneHTepedTanata cooTBeTcTBYeT HopMaTmBy 177.1660 «[Monu
(TeTpameTuneH)tepedtanat» Ceoga deaepanbHbiX NpaBun YnpasneHus no
CaHUTapHOMY Ha430pYy 3a KaYeCTBOM MULLEBLIX NPOAYKTOB U MeankameHToB CLLUA.

MurmeHTbI Kpacswero KoHUeHTpaTa gonyckatotcst B nyHkte CFR 178.3297 "Kpacutenu
ans nonumepos" Pasgena 21 Ceoga FDA.

HepxaBetoLLas ctanb B JAaHHOM MHCTPYMeHTa cooTBeTcTByeT CBoay npasumr no
npogyktam nutaHus FDA (denaptameHTa no Hag3opy 3a 060poTOB NPOAYKTOB NUTAHUS U
nekapcTBeHHbIX cpeacTts) u BxoauT B cnucok NSF/ANSI 51-2014 Matepuanos ans
nvLiesoro obopygosaHus.

Toeap cootBeTcTBYeT PernameHTty 2019 Ne 704 (MonpaBka) (B CBA3K C BbIXOAOM
BenukobputaHumn n3 EC) o BelecTBax 1 matepranax, KOHTaKTUPYHOLLMX C NULLEBON
npoayKunen.
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AHanus nnacTuKoB Ha
Murpauuro

MakcumMarnbHoe OTHOLLEHME
NMOBEPXHOCTU, KOHTAKTUPYIOLLIEN
C NpoayktamMmu nntaHua, K
obbemy

TuUnbl KOHTAKTOB C
npoayKTamMu NUTaHus

Bpems 1 Temnepartypa
MCMONb30BaHUA NPU KOHTaKTe
C NpoayKTaMu nUTaHus

TemnepaTypa ncnonb3oBaHUA
6e3 KOHTaKTa ¢ npoaykramMmum
nnTaHusa

Vikan A/S
CVR. 23456789

Reaevevej 1
DK-7800 Skive

O6pa3subl NPOAYKTOB UMM NOXOXMX NPOAYKTOB, NPOU3BEAEHHbIX U3 TOTO XXe nnacTuka
TeCTUPOBaNUChb Ha ObLLY0 MUrpaLUuio B COOTBETCTBUM C YCIIOBUSIMU TECTUPOBAHWS,
nponucanHeiMu B (EC) 10/2011. N3penue yknageiBaeTcsa B npeaen obwen murpaumm 10
Mr/am? unm 60 mr/kr.

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

B) n onuekoBoe macno (nmutatop [2).

CootBeTcTBUE npeneny y,ueanoﬁ Murpauum n gpyrum orpaHU4YeHnAamM noareepxgeHo
TeCTtamMu, pacyetamm n nMuTaumen.

YcnoBusa TeCTUPOBaHWA Ha yaenbHyto murpaumio - 30 muHyT npu 80 °C

2,0 amM3/100 mn

Mpu cobniogeHnn HeoBXoaAMMBIX YCIOBUIA U NPeaBUAMMbIX 0BCTOATENbCTBAX NPOAYKT
NOAXOAUT AMNs KOHTaKTa co criedylowyMmy TUnamm npoaykTos NUTaHUS:

BoaHbin
KncnoTtHbIn
CnupToBon
YKnpHbin

Cyxon

NHNNNN

JTioBble ycnoBumsa KoHTakTa ¢ npoayktamm npu temnepatype o 80 °C B TeyeHune 30
MWHYT.

MuHumansHasa Temnepatypa: -20 °C
MakcumanbHas Temnepatypa: 100 °C

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

vikan@vikan.com
www.vikan.com
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O6Lee

Oarta

MpounssegeHo

Vikan A/S
CVR. 23456789

Mepen Mcnonb3oBaHNEM MHBEHTapb AOSMKEH OUYMLLAaTLCS, A€3MHPULMPOBATHCS U
CTEPUNM30BaTLCS, KaK TOro TpebyeT ero HasHayeHue.

Takxke BaXHO NPaBUIIbHO OYMLLATL, Ae3MHDULMPOBaTL U CTepUnM3oBaTb 0bopynoBaHmne
nocne Mcronb30BaHWs, NPUMEHSIS NOAXOASLLME MOKLLEee CPefCcTBO, TeMrnepaTypbl U
Bpemsi.

MpaBunbHOE OYMLLEHNE MHBEHTAPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHUS MUKPOGOB 1
NepPEKPECTHOro 3arpsi3HeHUst U MakCUMarbHO NOBLICUT 3PMEKTUBHOCTbL U JONTOBEYHOCTb
MHBEHTapS.

PekomeHaoBaHHas Temneparypa ctepunmsauum (aBToknaesupoBanus): 121 °C

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

KomnaHusa Vikan A/S 3apernctpupoaHa YnpasneHun [JaHum no BeTepnHapum m
npogyktam nutaHusa (DVFA)M Hawa cobcTBeHHas Cuctema KOHTPOns MHCNEKTUpyeTcs
DVFA.

10.01.2024

L et

Kim Gerhardt Aakermann
Materials & Compliance Specialist
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