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HauMeHoBaHue ToBapa CoBOK py4HOI cpefHuiA, 1 1, KpacHbIN LBeT

MpoaykT 56754

[MnacTtukoBbIM MaTepuan MonunponuneH, 97%

Kpacsawmn koHueHTpaT KpacHbin, 2%

[MeHoOGpasyoLWmUii KOMMOHEHT Xumuyecknn neHoobpasyowmii areHT, 1%

CooTBeTcTBME Tpe6GOBaHUAM
EC

PernameHT (EK) Ne 1935/2004 B cootBeTcTBUM € nocTaHoBneHnem komuceun EC Ne 1935/2004 cratbm 3, 11(5), 15n 17
NPOAYKT NpeAHa3HayeH Ans KOHTakTa ¢ nuLeBbIMU npogyktamu. MpogyKT unm ero
ynakoBka MpOMapKMpoBaHbl penbedHbIM 3HaKOM "proMKa 1 BUnka".

5
AP(89)1 Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBeTCTBYIOT pesontounn AP 89 (1)

PernameHT (EK) Ne 2023/2006 MpopyKT npon3BedeH B coOTBETCTBUM C pernameHTom Komuccumn EC Ne 2023/2006 ot 22
nekabps 2006 o Hagnexaluen npon3BoACcTBEHHOM NpakTUKe MaTepuarnos,
npegHasHavYeHHbIX ANnsi KOHTaKTa ¢ npogyktamu nutanmsa (GMP).

PernamenT (EK) Ne 10/2011 MoHomepsbl 1 cneuunanbHble 4o6aBKKW, NCNONb30BaHHbIE NPY NPOU3BOACTBE NPOAYKTa
nepeyvcnexsl B Mpunoxenunn | Pernamernta Komucceun (EC) Ne10/2011 ot 14 aHsaps
2011 0 NnacTUKOBbLIX MaTepuanax, NpeaHa3HaYeHHbIX 418 KOHTaKTa C NpoayKTamu
nuTaHus. YyteHbl Tekywme nonpasku (EC) 2023/1627.

Mcnonb3oBaHbl MOHOMEPbI W/unu fobaeku ¢ npegenom yaensHow murpauum (MYM). Mpu
cobnogeHnn ycrnoBuii UCNONb30BaHUS, BelllecTBa ¢ onpeaeneHHbiM [MYM He moryT
nonacTb B MPOAYKT B KONNYeECTBE, npesbilatoem MYM. Mo 3anpocy Bo3MOXHO
KOH(pmaeHLMansHoe npeaocTaBieHne akTyanbHoW MHPopMaLum O AaHHbIX BELLLECTBaX.

Vikan A/S He npuMeHseT MHOrOCIoNHbIE MaTepuansl ¢ PYHKUMOHanbHLIM 6apbepom.

PernameHnTbl (EK) Ne 1333/2008  Martepuman cneyunanbHO cogepxuT fobaBky "0BOMHOrO HazHavyeHus", nonagatoLime nog,

n (EK) Ne 1334/2008 OrPaHUYEHNS N KPUTEPUM YUCTOTHI, NoNagatoLLme nod HopMmaTmeHble akTbl (EC)
1333/2008 n (EC) 1334/2008. Mo 3anpocy Mbl FOTOBbI KOH(MAEHUMANBHO NPEAOCTaBUTb
MH(OPMaLMIO O AaHHbIX BeLLeCTBax.
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CootBetcTBue FDA CLUA

CooTBeTCTBYyeT HOpmaTMBam
Benuko6putaHumn

AHanus nnacTMkoB Ha
Murpauumro

MakcumManbHoe OTHOLLEeHWE
NOBEPXHOCTU, KOHTAKTUPYHOLLIE
C NpoayKTaMmn NUTaHus, K
obbemy

Tunbl KOHTAKTOB C
npoayKraMmu nuTaHuaA

Vikan A/S
CVR. 23456789

Bce cbipbeBble MaTepuvarns! AN 4aHHOTO NpogdykTa oTBevatoT TpeboBaHuam ctaten 170-
199 Pasgena 21 Ceoaa deaepanbHbix npasun FDA (YnpaBneHus no caHUTapHomy
Haf30py 3a Ka4yeCTBOM NuLEeBbIX NpodykToB 1 nekapcts CLUA).

Monumepsbl 1 [obaBkn COOTBETCTBYIOT TpeboBaHusM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. [lJo6aBku paspelueHbl ctatben 178 Pasgena 21
FDA (Henpsmble nuweBble fo6aBku), B Lenom npuaHatotca 6esonacHbiMm (GRAS),
paspeLleHbl Kak MULLEBbIE MHIPEOVEHTbI NN pa3peLleHbl HA OCHOBaHUK NpaBun Ans
nuweBbIX 4o6aBok NpUHATLIX 4o 1958 roga.

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

lMurmeHTBI KpacsAwero KoHUeHTpaTa gonyckatotrcs B nyHkte CFR 178.3297 "Kpacutenu
ans nonumepos" Pasgena 21 Ceoga FDA.

ToBap cootBeTcTBYeT PernameHTy 2019 Ne 704 (MonpaBka) (B CBSI3u C BbIXOAOM
BenukobpuTtaHum n3 EC) o BelectBax 1 matepuanax, KOHTaKTUPYIOLWMX C NULLEBOW
npoayKunemn.

O6pa3supbl NpoayKTa U aHanorMyHoro NPoAyKTa, U3roToBNEHHOTO U3 NAEHTUYHOIO
nnacTUKOBOro mMatepuana, 6binM NpoTeCTUPOBaHbI HA OOLLYI0 MUIrpaLmMio B COOTBETCTBUN
C YCnoBuAMM UcnblTaHni, ykasaHHsimu B (EC) 10/2011 gna MmHorokpaTHoro
MCNonb30BaHWs, 1 n3genve cooTBeTCTBYeT obuiemy npegeny murpauum 10 mr/gm? nnu 60
MI/KT.

Ycnosus TecTMpoBaHus Ha obuwyo murpaumto - OM2 (10 agHen npu 40 °C)
B kayecTBe MMWUTATOPOB NKLLEBbLIX NPOAYKTOB AN NPOBEPKM obLLen Murpaumm
ncnons3dosanucb 10%-HeiMin aTaHon (umutatop A), 3%-Has ykcycHas kucnoTa (MmutaTop

B) n onuekoBoe macno (nmutatop [12).

CooTBeTCTBME Npegeny yaenbHOW MUrpauum n Apyrum orpaHU4eHUsIM NoATBEPXKAEHO
Tectamu, pacyeTamun u UMUTaUmen.

2,0 am3/100 mn

Mpu cobniogeHnn HeoGXoAMMBIX YCIIOBUIA U NPeaBUAMMbIX OGCTOSTENbCTBAX NPOAYKT
NOAXOAUT ANs KOHTaKTa co criedylowyMmn Tunamm npoaykToB NUTaHUS:

BogHbin
KncnoTtHbin
CnunpToBon

YKvipHbIn

NNNNMNN

Cyxon
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Bpems 1 Temnepartypa
MCNOMb30BaHMUA NPU KOHTaKTe
C NpoayKTaMu NUTaHus

TemnepaTypa ucnonb3oBaHUA
6e3 KOHTaKTa ¢ npoAyKTamu
nuTaHuA

O6uwee

OaTta

MponssegeHo

Vikan A/S
CVR. 23456789

JlioBble ycnoBusi 4NUTENBHOIO XpaHEeHNst MPU KOMHATHOW TemnepaTtype 1 Huxe,
BKMovatoLme HarpesaHue BnnoTb Ao 70 °C go 2 yacos nnu go 100 °C go 15 MuHyT.

MwuHumanbHas Temneparypa: -20 °C
MakcumaneHast Temnepartypa: 100 °C

Mepen Ucnonb3oBaHNeM VHBEHTapb AOJHKEH OUYULLATLCS, A€3MHMULMPOBATLCS U
CTEpUNM30BaTbC, Kak Toro TpebyeT ero HasHadeHue.

Takke BaXHO NpaBUIIbHO OYMLLATb, AE3UHMULMPOBATL U CTEPUNN30BaTL 0GOPYAOBaHWE
nocne MCromnb30BaHKs, NPUMEHSIS NOAXOASLLME MOOLLEee CPedCcTBO, TeMrepaTypbl 1
Bpemsi.

MpaBunbHOe oYuLLEHNE NHBEHTAapPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHUS1 MUKPOOOB U
NepeKpPeCTHOro 3arpsi3HEHNs U MakCUMarbHO NOBLICUT 3hEKTUBHOCTb U JONTOBEYHOCTb
WHBEHTapS.

PekoMeH0oBaHHas TemMnepaTtypa cTepunusauum (aBtoknaesupoBarus): 121 °C

Mo 3anpocy ynonHOMOYEHHBIX OPraHoB Mbl NPeaoCTaBMM TPEDYIOLLYIOCS apXUBHYHO
NHopMaLMIo.

Komnanusa Vikan A/S 3apeructpmpoBaHa YnpasneHun [JaHum no BeTepuHapuu u
npogyktam nutannsa (DVFA)M Hawa cobcTBeHHas Cuctema KOHTPONs MHCNEKTUpYeTCs
DVFA.

11.11.2024

L et

Kim Gerhardt Aakermann
Materials & Compliance Specialist
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