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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".

YpoBeHb BCEX KOMMOHEHTOB CBapHbIX antoMnHUEBbLIX TPy6 5449 cooTBeTCTBYET
MakcumanbsHo gonyctuMmomy cornacHo gokymeHty EN 602:2004 "AnoMuHun n
antoMUHKUEBbIe cnnaBbl. Magenvs gedopmMupoBaHHbie. XMMUYECKUIA COCTaB
nonygabpukaToB Anst U3roTOBNEHNS U3AENNIA, UCMONb3YEMbIX B KOHTAKTE C NULLEBLIMUI
npoaykramm”.

5l
MpoaykT npousseneH B cooTBeTCTBMM C pernameHTomM Komuccum EC Ne 2023/2006 ot 22

aekabpa 2006 o Hagnexalen npon3BoaCcTBEHHOW NpaKTUKe MaTepmnanos,
npegHa3HayYeHHbIX AN KOHTakTa ¢ npogykramu nutanuns (GMP).

MoHomepsbl 1 cneuunanbHble 4o6aBKKM, NCMOMNb30BaHHbIE MPY NPOM3BOACTBE NPOAYKTa
nepeuncnensl B MNpunoxeHun | Pernamenta Komucenn (EC) Ne10/2011 ot 14 sHBaps
2011 o nnacTvKoBbIX MaTepunanax, npeaHa3HavYeHHbIX NS KOHTaKTa C NpoayKTaMu
nuTaHus. YuTeHbl Tekylime nonpasku (EC) 2019/37.

Wcnonb3oBaHbl MOHOMeEpbI n/unu gobasku ¢ npegernom yaenbHow murpauum (MYM). Mpu
cobniogeHnn ycnoBmin NCnonb3oBaHns, BellecTsa ¢ onpeaeneHHsiM [MYM He moryT
nonacTtb B MPOAYKT B Konu4yecTse, npesbiwatoiem MNMYM. No 3anpocy BO3MOXHO
KOH(maeHumanbHoe NpeaocTaBreHne akTyanbHON MHopMaLum O AaHHbIX BELLECTBAaX.

Vikan A/S He npyMeHseT MHOroCnonHble MaTepuansl ¢ yHKLUOHaNbHbIM 6apbepomMm.

Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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PernamenTsl (EK) Ne 1333/2008
n (EK) Ne 1334/2008

AP(89)1

CootBetctBue FDA CLUA

AHanus nnacTUKoB Ha
MUrpaumio

MakcuManbHoe OTHoLLEeHKE
NOBEPXHOCTU, KOHTaKTUPYHOLLEN
C npoAayKTtamMun nntaHus, K
o6bemy

TuUnbl KOHTaKTOB C
npoAayKkraMmu nuUTaHusA

Bpems n temnepartypa
UCNONIb30BaHUA NPU KOHTaKTe
C npoAyKTamMu NUTaHus

Vikan A/S
CVR. 23456789

Matepuan cneumansHo cogeput Aobasku "ABONHOrO Ha3HavyeHus", nonagaroLume noa
OrPpaHNYEHUs N KPUTEPUM YNCTOThI, NonagatoLme nod HopMmaTueHble akTbl (EC)
1333/2008 n (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOH(MAEHUMANBHO NPeaoCcTaBUTb
WH(OPMaLWMIO O AaHHbIX BeLLeCcTBax.

Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBETCTBYHOT pe3sonounn AP 89 (1)

Bce cbipbeBble MaTepuanb! Ans 4aHHOro NpoaykTa oTBevatoT TpeboBaHusM crateit 170-
199 Pasgena 21 Ceopa denepanbHbix npasun FDA (YnpaeneHus no caHMTapHoOMy
HaA30py 3a KAa4eCTBOM MULLEBLIX MPOAYKTOB 1 nekapcts CLUA).

Monumepsbl 1 [obaBkn COOTBETCTBYHOT TpeboBaHuAM cTatbam 174, 175, 176, 177, 178,
181, 182, 184 1 186 Pasgena 21 FDA. [Jo6aBku pa3spelueHbl ctaTbent 178 Pasgena 21
FDA (Henpsimble nuweBble AobaBku), B uenomM npuaHatotcs 6esonacHeimu (GRAS),
pa3pelueHbl Kak NULLIEBbIE MHIPEANEHTb! UM pa3peLLeHbl Ha OCHOBaHMM NpaBun ans
nueBbix 4o6aBoK NpUHATLIX Ao 1958 roaa.

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

O6pasLbl NPOAYKTOB UMM NMOXOXUX NPOAYKTOB, NPOU3BEAEHHbIX U3 TOTO e NnacTuka
TeCTMpoBanucb Ha obLLYyH0 MUrpaLmio B COOTBETCTBUM C YCMOBUAMU TECTUPOBAHUS,
nponucanHeiMu B (EC) 10/2011. UN3penne yknagsiBaetca B npegen obuwern murpaumm 10
Mr/am? nnmn 60 mr/kr.

B kayecTBe MMUTATOPOB MULLEBLIX MPOAYKTOB AN NPOBEpKu obLuen Murpaumm
ucnonb3osanucb 10%-Heimi aTaHon (MmutaTop A), 3%-Hasi yKCycHas kucnota (umuTtaTop
B) un onuekoBoe macrno (umutatop [2).

Ycnosus TectupoBaHus Ha o6yt murpaumio - OM2 (10 gHen npu 40 °C)

CooTtBeTcTBME npeneny y,u,eanoﬁ Murpauum n apyrum orpaHUM4eHnAaAmM noaresepXxaeHo
TeCTaMu, pacdeTamm n nMuTaumen.

2,0 om3/100 mn

Mpu cobnogeHnn HeoBXOAMMBIX YCIOBUWIA U NPEABUANMBIX 06CTOATENBCTBAX NPOOYKT
NoAXOAWT AJIS1 KOHTaKTa Co credyroLWwyMi TUNnaMm NpoayKTOB NUTaHUS:

BoaHbin
KncnoTtHbin
CnupToBon

YKnpHbin

NANNNR

Cyxon

JTio6Bble ycnoBus 4nNUTENbHOrO XpaHeHWs Npy KOMHaTHOW TeMnepaType 1 Huxe,
BKIOYaoLwme Harpeanue BnnoTtb Ao 70 °C go 2 yacos vnm go 100 °C go 15 MuHyT.

Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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TemnepaTypa ncnonb3oBaHUA
06e3 KOHTaKTa C npoaykramu
nuTaHuA

Ob6wee

Oarta

MponseeneHo

Vikan A/S
CVR. 23456789

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

Mepen Mcnonb3oBaHWEM MHBEHTaPb AOIHKEH OYULLATLCS, Ae3UHPMLMPOBATLCS U
CTepun13oBaTbCs, Kak Toro TpebyeT ero HasHayeHwve.

Takke Ba)kHO NPaBUMbHO OYMLLATb, AE3UHMULMPOBATL U CTepuNM3oBaTh 0GopyaoBaHue
nocre Mcrnosib3oBaHusi, MPUMEHsISt MOAXOASLIME MOtoLLee CpeCcTBO, TemnepaTypbl U
Bpemsi.

MpaBunbHOE OYMLLEHNE UHBEHTAPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHUS1 MUKPOOOB 1
NnepeKkpecTHOro 3arpsi3HEHNs U MaKCUMarbHO NOBbLICUT 3MEKTUBHOCTb U JONTOBEYHOCTb
WHBEHTaps.

PekomeHaoBaHHasa Temnepatypa cTepunusauum (astToknaesupoBanus): 121 °C

Mo 3anpocy ynorIHOMOYEHHbIX OPraHOB Mbl MPEAOCTaBMM TPEOYIOLLYIOCS apXUBHYIO
UHdopMaumio.

Komnanusa Vikan A/S 3apeructpvpoBaHa YnpasneHun [JaHnm no BeTepuHapum u
npogyktam nutanus (DVFA)M Hawa cobecTBeHHas Cuctema KOHTPONst MHCNEKTUpyeTCs
DVFA.

03.07.2019
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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