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CeapHag antoMuHueBas Tpyba 5449

B cooTtBeTcTBUM € nocTaHoBNeHnem kommccumn EC Ne 1935/2004 ctateun 3, 11(5), 15n 17
NPOAYKT NpefHa3HayeH Ans KOHTaKTa ¢ nuweBbIMU npodykTamu. MpoaykT unum ero
yrnakoBKka NpPOMapKMpOBaHbl penbedHbIM 3HAaKOM "proMKa v Bunka".

W1
MpoaoykT npousseneH B cooTBeTCTBMM C pernameHTom Komuccum EC Ne 2023/2006 ot 22

aekabpsa 2006 o Hagnexawen npon3BoaCcTBEHHOW MPaKTMKe MaTepunarnos,
npefHasHa4YeHHbIX A5t KOHTakTa ¢ npoaykTtamu nutaxHust (GMP).

MoHomepsbl 1 cneuunanbHble [o6aBKKM, NCNOMNb30BaHHbIE MPY NPOM3BOACTBE NPOAYKTa
nepeuuncnensl B MNpunoxeHun | Pernamerta Komuccum (EC) Ne10/2011 oT 14 aHBaps
2011 o nnacTMKoOBbIX MaTepunanax, npeaHa3HavYeHHbIX Ans KOHTaKTa ¢ NpoAykTaMum
nuTaHns. YuteHsl Tekylume nonpasku (EC) 2019/1338.

Mcnonb3oBaHbl MOHOMEpPBI M/unn gobaekv ¢ npegenom yaenbHon murpauuu (MYM). MNpu
cobnogeHnn ycnosumn NCnonb3oBaHus, BelecTsa ¢ onpedeneHHsim [MYM He moryT
nonacTb B MPOAYKT B Konu4yecTBe, npesbilwatoliem MYM. No 3anpocy BO3MOXHO
KOHdVAeHUManeHoe NpeaocTaBneHne akTyanbHON MHOPMaLnM O AaHHbIX BELLeCTBax.

Vikan A/S He npyMeHsieT MHOrOCNoNHbIE MaTepuarbl ¢ YHKLMOHaNbHbIM Gapbepom.

Matepuan cneumansHo cogepXxut Aobasku "ABONHOr0 Ha3HavyeHus", nonagaoLume noa
OrPpaHNYEHNs N KPUTEPUM YNCTOThI, NoNagatroLme nod HopMmaTueHble akTbl (EC)
1333/2008 n (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOH(bMAEHUMANBHO NPeaoCTaBUTb
WH(OPMaLWMIO O AaHHbIX BeLLeCTBax.

Bce kpacuTtenu kpacsiiero kKoHUeHTpaTa CooTBETCTBYHOT pesonounn AP 89 (1)
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CootBetcTBue FDA CLUA

AHanus nnacTMkoB Ha
Murpauuio

MakcumanbHoe OTHoLLEeHKE
NOBEPXHOCTU, KOHTaKTUPYHOLLEN
C nNpogykTamu NUTaHus, K
o6bemy

Tunbl KOHTaKTOB C
npoayKkraMmuv nuUTaHuaA

Bpems n temneparypa
UCNONIb30BaHUA NPU KOHTAKTe
C NpoAyKTamMu nntaHusa

TeMnepaTtypa Ucnonb3oBaHUA
6e3 KOHTaKTa ¢ NpoAyKTaMu
nuTaHusA

Vikan A/S
CVR. 23456789

Raevevej 1
DK-7800 Skive

Bce cbipbeBble MaTepuansl Ans AaHHOro NpoAykTa oTBevaroT TpeboBaHusam ctaten 170-
199 Paspena 21 Ceoaa denepanbHbix npasun FDA (YnpasneHusi no caHuTapHOMY
HaA30py 3a KAa4eCTBOM NULLEBLIX NPOAYKTOB 1 nekapcts CLUA).

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

MurmeHTbI KpacsLlero kKoHUeHTpaTta gonyckatTca B nyHkte CFR 178.3297 "Kpacutenu
ans nonumepos" Pasgena 21 Ceoaa FDA.

OGpa3sLpbl NPOAYKTOB MIN MOXOXMX NPOAYKTOB, NMPOU3BEAEHHbIX U3 TOrO Xe nnacTuka
TECTMPOBanuCb Ha O6LLYI0 MUrpaLuio B COOTBETCTBUM C YCINIOBUSIMU TECTUPOBaHUS,
nponucanHeiMu B (EC) 10/2011. N3pgenne yknagsiBaetca B npegen obuwen murpaumm 10
mMr/am? nnmn 60 mr/kr.

YcnoBus TecTMpoBaHus Ha o6yt murpaumio - OM2 (10 gHen npu 40 °C)

B kayecTBe MMUTATOPOB NULLEBLIX MPOAYKTOB AN MPOBEPKM 06LLEen Murpauum
ucnonssoBanunce 10%-Hbimin 3TaHon (MmutaTop A), 3%-Has yKcycHas kucnota (ummutaTop
B) n onuekosoe macno (umutatop 2).

CooTBeTCcTBME Npeaeny yaenbHoW Murpaumum u gpyrum orpaHuyeHusiM NoATBEPXKAEHO
TecTamu, pacyeTamu U UMUTaLMEN.

1,88 om3/100 mn

Mpwv cobnioaeHnn HeoBXOAUMBIX YCNOBUIA U NpeaBUaMMbIX 06CTOATENbCTBAX NPOAYKT
NoAXOAUT AJ1S1 KOHTaKTa Co CreayroLwwyMy TMNaMm NpoayKTOB NUTaHUS:

BoaHbin
KncnoTtHbin
CnupToBon

YKnpHbin

NANNJNR

Cyxon

JTioBble ycnosus AnNUTENbHOrO XPaHeHWs Npy KOMHaTHOW TeMnepaType 1 Huxe,
BKIoYaoLwme HarpeaHue Bnnotb Ao 70 °C go 2 yacos vnu go 100 °C go 15 MuHyT.

MuHumanbsHasa Temnepartypa: -20 °C
MakcumanbsHas Temnepatypa: 100 °C

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

vikan@vikan.com
www.vikan.com
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Oo6Lee
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Mepen MCNONb30BaHMEM MHBEHTAPb AOSHKEH OYMLLATLCA, AE3UHDULMPOBATLCSA 1
CTepunn3oBaThCs, Kak Toro TpebyeT ero HasHayeHue.

Takke BaXXHO NpaBuUMbHO OYULLATL, Ae3NHULMPOBATL U CTEpUNn3oBaTh 0b6opyaoBaHue
nocrne MCrnonb30BaHusi, NIPUMEHSS NOAXOASLLME MOtoLLee CpeCTBO, TemMnepaTypbl U
BpeMS.

MpaBunbHOE OYMLLEHNE MHBEHTApPsi CBEAET K MUHUMYMY PUCK PAa3MHOXEHUS MUKPOGOB 1
NEePEKPECTHOro 3arpsi3HEHNST U MaKCUMarbHO MOBbLICUT 3(PEKTUBHOCTb U AONTOBEYHOCTb
WHBEHTaps.

PekomeHpoBaHHas TemnepaTypa ctepunusauuy (aBtoknasuposanus): 121 °C

Mo 3anpocy ynornHOMOYEHHbIX OPraHoB Mbl NPeAOCTaBUM TPeOYIOLLYIOCS apXMBHYHO
MHOopMaLMIo.

KomnaHus Vikan A/S 3apernctpupoBaHa YnpasneHum [JaHum no BeTepuHapum n
npogyktam nutanus (DVFA)M Hawa cobctBeHHas Cuctema KOHTPOnst MHCNEKTUpyeTcs
DVFA.
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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