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XvmMmnyeckuii neHoobpasytomn areHT, 1%

CapHas antoMmuHueBas Tpyba 5449

B cooTBeTcTBUM € nocTaHoBneHnem kommccmmn EC Ne 1935/2004 craten 3, 11(5), 15mn 17
NPoayKT NpefHa3Ha4YeH Ans KOHTaKTa ¢ NuweBbIMU nNpoaykTamu. MpoaykT nnm ero
ynakoBka MpoMapKMpoBaHbl penbedHbIM 3HaKOM "proMKa 1 BUmKa".

YpoBeHb BCEX KOMMOHEHTOB CBapPHbIX antoMnHueBbix Tpy6 5449 cooteeTcTByeT
MakCcMManbsHO AOMNyCTMMOMY corrlacHo AokymeHTy EN 602:2004 "AntoMuHun n
anioMvHneBble crnasbl. M3genvsa aedopMupoBaHHble. XUMWYECKUA COCTaB
nonygabprkaToB AN UrOTOBNEHUS U3OENNIN, NCMOSIb3YEeMbIX B KOHTaKTe C NULLEBbLIMM
npogykramn”.

5l
Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBETCTBYHOT pesontounn AP 89 (1)

MponykT npousBeneH B cooTBeTcTBMM C pernameHTom Kommccun EC Ne 2023/2006 ot 22
nekabps 2006 o Hagnexaluen npou3BoaCcTBEHHOW NPAKTUKE MaTepuarnos,
npegHa3HayYeHHbIX A8 KOHTaKTa ¢ npogyktamu nutanmns (GMP).

MoHomepbl U cneuuanbHble 4o6aBkM, UCNONb30BaHHbIE NPW NMPOM3BOACTBE NPOAYKTa
nepeuncnexbl B Mpunoxennn | Pernamenta Komucenm (EC) Ne10/2011 ot 14 sHBaps
2011 o nnacTMKoBbIX MaTepuanax, npeaHasHa4YeHHbIX A5 KOHTakTa ¢ NpodykTamu
nuTaHus. YyteHbl Tekywwime nonpasku (EC) 2023/1627.

Vcnonb3oBaHbl MOHOMEPbI W/unu AobaBku ¢ nNpeaenom yaensHon murpauum (MYM). Mpu
cobnogeHnn ycrnosuii UICNONb3oBaHUS, BellecTsa ¢ onpegeneHHsiM [MYM He moryT
nonacTb B MPOAYKT B KONn4yecTBe, npesbiwatoiem MYM. Mo 3anpocy BO3MOXHO
KOH(pmaeHumanbHoe nNpeaocTaBieHne akTyanbHOW MHPOpMaLum O AaHHbIX BELLeCTBaXx.

Vikan A/S He npuMeHSeT MHOTOCIONHbIE MaTepuarnbl ¢ PYHKUMOHamNbHbIM 6apbepoMm.
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PernamenTbl (EK) Ne 1333/2008
n (EK) Ne 1334/2008

CootBetctBUue FDA CLUA

CootBeTCcTBYET HOpMaTMBaMm
Benuko6putaHumn

AHanus nnacTUKoB Ha
Murpaumio

MakcumanbHoe OTHOLUEHWe
NMOBEPXHOCTU, KOHTAKTUPYIOLLIEN
C NPOAYKTaMun NUTaHUs, K
obbemy

TuUnbl KOHTAKTOB C
npoayKTtaMv nuTaHus

Vikan A/S
CVR. 23456789

Marepnan cneuunansHO cogepXuT obaBku "ABOMHOrO Ha3HavyeHus", nonagaroLlime nog
OrPaHUYEHNS U KPUTEPUM YUCTOTBI, NONagatoLLme nod HopMmaTmeHble akTbl (EC)
1333/2008 u (EC) 1334/2008. Mo 3anpocy Mbl FOTOBbI KOH(MAEHUMANBHO NPEAOCTaBUTb
MHGOPMaLMIO O AaHHbIX BelLeCcTBax.

Bce cbipbeBble MaTepuansl 4ng 4aHHOTO NpodykTa oTBevatoT TpebosaHuam ctaten 170-
199 Pasgena 21 Ceoga chegepanbHbix npasun FDA (YnpasneHusa no caHutapHomy
Ha[30py 3a Ka4yeCcTBOM NULLEBbIX NpoAyKToB 1 nekapcte CLUA).

Monumepbl n gobaBkM COOTBETCTBYHOT TpeboBaHuAM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. [Jo6aBku pa3spelueHbl ctatben 178 Pasgena 21
FDA (Henpsimbie nuwesble fobaBku), B Lenom npusHatoTtcs 6ezonacHbiMu (GRAS),
paspeLleHbl Kak NULLEBbIE UHIPeOUEHTbI NN pa3peLleHbl Ha OCHOBaHUM NpaBun Ansi
nueBbIx 4o6aBok NpuHATLIX Ao 1958 roga.

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

MurmeHTBI KpacsLWwero kKoHUeHTpaTa gonyckatotcs B nyHkte CFR 178.3297 "Kpacutenu
ans nonumepos" Pasgena 21 Ceoga FDA.

Tosap cootBeTcTBYeT PernamenTy 2019 Ne 704 (Monpaska) (B CBS3K C BbIXOAOM
BenukobputaHum n3 EC) o BellecTBax n marepuanax, KOHTaKTUpYHLMX C NULLEBON
npoayKunen.

O6pa3supbl NpodyKTa UM aHanorM4Horo NPoAyKTa, 3roTOBMIEHHOIO U3 NAEHTUYHOTO
NNacTUKOBOro matepuana, 6binmM NpoTecTpoBaHbl Ha OOLLYI0 MUIrpaLmio B COOTBETCTBUN
C YCrOBMSAMW UCNbITaHuiA, ykasaHHbiMK B (EC) 10/2011 gna mHorokpaTtHoro
MCMomnb30BaHWs, U n3genve cooTeeTcTByeT obliemy npegeny murpaumm 10 mr/gm? nnm 60
MF/Kr.

Test conditions for overall migration in olive oil were OM5 (2 h at 100 °C) and in ethanol
and acetic acid OM2 (10 days at 40 °C)

B kayecTBe MMUTaATOPOB MULLEBbLIX MPOAYKTOB A NPOBEPKM 0bLLen murpauum
ncnonb3oBanunck 10%-HbiMi aTaHonN (MmuTaTop A), 3%-Has ykcycHasa kucrnota (ummutaTop
B) n onuekoBoe macno (Mmutatop [2).

CooTBeTCTBUE Npeaeny yaenbHON MUrpaLumn 1 pyrium orpaHuYeHnsiM NoaTBEPXKAEHO
Tectamu, pacHeTammn 1 UMUTaLMEN.

2,0 am3/100 mn

Mpu cobniofeHnn HeobxoaNMBbIX YCNOBUI U NpeaBUANMbIX OBCTOSATENBLCTBAX NPOAYKT
NOaXoAMT ANs KOHTakTa Co CreayroLwmMMmn TunaMm npoayKkToB MUTaHNS:

|Z[ BoaHbIn
|Z[ KucnoTHbin

[v] Cnuptoson

[v] vpHbin
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Bpems n Temnepartypa
MCNonb30BaHUs NPU KOHTaKTe
C npoAayKTamu NUTaHus

TemnepaTypa ucnonb3oBaHUsA
6e3 KOHTaKTa ¢ NpoAyKTamm
nUTaHusA

O6Lee

Oata

MpousseageHo
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[v] Cyxon

JTioGble ycnoBusi 4NUTENbHOIO XpaHeHNsi Py KOMHATHOW TemnepaTtype 1 Hke,
BKIOYatoLme HarpeBaHme BnnoTb o 70 °C go 2 yacos nnm go 100 °C go 15 MuHyT.

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

MNepea ncnonb3oBaHMEM MHBEHTaPb AOMMKEH O4ULLATLCS, 4E3UHPULNMPOBATLCA U
CTepunn3oBaTbCs, Kak TOro Tpe6yeT ero HasHadyeHue.

Takxe BaXKHO NpaBUIbHO o4YMLLaTh, Ae3NHMULUMPOBaTL N CTepMnu3oBaTb 06opyaoBaHMe
nocre ncrnonb30BaHns, MPUMEHSS NOAXOAsLLME MOKLLIEe CPeaCcTBO, TeMnepaTtypbl 1
BpeMS.

[NpaBunbHOE ouMLLEHNE NHBEHTAPS CBELET K MWHUMYMY PUCK Pa3MHOXEHUA MVIKp06OB n
NEepeKPECTHOro 3arpsi3HEHNS U MaKCMMarnbHO NOBbICUT 3MEKTUBHOCTL N JONTOBEYHOCTb
MHBEHTapA.

PekomeHOoBaHHasa Temneparypa ctepunusauum (astoknasuposanus): 121 °C

Mo 3anpocy ynonHOMOYEHHbIX OPraHOB Mbl MPeAOCTaBUM TPEOYHOLLYHOCS apXMBHYHO
MHopMaLuio.

Komnanus Vikan A/S 3apeructpupoBaHa YnpaeneHuu [aHnm no BeTepuHapumn un
npogyktam nutaHusa (DVFA)M Hawa cobcTBeHHas CucteMa KOHTPONst MHCNEKTUPYETCS
DVFA.

11.11.2024

L et

Kim Gerhardt Aakermann
Materials & Compliance Specialist
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