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Pyuka aproHomuyHas antomMmuHmeBas, @22 mm, 840 MM, CUHWIA LBET

29313
i

|
MonunponuneH, 98%

CuHnin, 2%

CsapHas antomuHueBas Tpyba 5449

B cootBeTcTBUM € nocTaHoBneHnem komuceun EC Ne 1935/2004 cratbm 3, 11(5), 15n 17
NPoayKT NpefHa3Ha4YeH Ansl KOHTakTa ¢ NUWeBbIMU NpoaykTamu. MpoaykT unm ero
ynakoBka MpOMapKMpoBaHbl penbedHbIM 3HaKOM "proMKa 1 BUnka".

YpoBeHb BCEX KOMMOHEHTOB CBapHbIX antoMunHueBbix Tpy6 5449 cootBeTcTByeT
MakcumarnbHO JOMNyCTUMOMY corfniacHo AokyMeHTy EN 602:2004 "AntoMUHUIA 1
anioMvHueBble crnasbl. M3genvsa aedopmMupoBaHHble. XUMWYECKUIA cOCTaB
nonycabprkaToB AN M3rOTOBMEHWS U3OENUIA, UCMONb3YEMbIX B KOHTAKTE C MULLEBLIMA
npogyktramn".

5l
Bce kpacuTenu KpacsLwero KoOHLEeHTpaTa cooTBETCTBYHOT pesontounn AP 89 (1)

MpopykT npousBeneH B cooTBETCTBMM C pernameHTom Komumccun EC Ne 2023/2006 ot 22
nekabps 2006 o Hagnexaluen npon3BoACTBEHHOW NPaKTUKe MaTepuarnos,
npegHa3HayYeHHbIX 418 KOHTaKTa ¢ npogyktamu nutanuns (GMP).

MoHomepsbl 1 cneuuanbHble 4o6aBKKW, NCMONb30BaHHbLIE NPY NPOU3BOACTBE MPOAYKTa
nepeyvcneHbl B Mpunoxenunn | Pernamerta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 0 NnacTUKoBbIX MaTepuanax, NpeaHa3Ha4YeHHbIX A1s KOHTaKTa C NpoayKTamu
nuTaHus. YyteHsl Tekywme nonpasku (EC) 2023/1627.

Mcnonb3oBaHbl MOHOMEpSI W/unu fobasku ¢ npeaenom yaensHon murpauum (MYM). Mpu
cobniogeHnn yCrnoBuin NCNONb30BaHUS, BeLecTBa ¢ onpeaeneHHsim NMYM He moryT
nonacTb B NPOAYKT B Konu4yecTsee, npesbiwatowwem MYM. [No 3anpocy BO3MOXHO
KOHMVAeHUManbHoe NpefocTaBneHne akTyanbHoW MHOPMaLIMM O AaHHbIX BELLecTBax.

Vikan A/S He npUMeHSIET MHOTOCIONHbIE MaTepuarnbl ¢ PYHKLMOHaNbHbIM 6apbepoMm.

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

CootBetctBUue FDA CLUA

AHanus nnacTMkKoB Ha
Murpauuio

MakcumMarnbHoe OTHOLLEHWE
NOBEPXHOCTU, KOHTAKTUPYHOLLIE
C NpoayKktamMmu nntTaHua, K
obbemy

Tunbl KOHTAKTOB C
npoayKraMmum nuTaHuaA

Bpems 1 Temnepartypa
MCMONb30BaHUA NMPU KOHTaKTe
C NpoayKTaMu NUTaHus

TemnepaTypa ncnonb3oBaHUA
6e3 KOHTaKTa ¢ npoaykramum
nnTaHunsa

Vikan A/S
CVR. 23456789

Reaevevej 1
DK-7800 Skive

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).

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

MurmeHTBI KpacsLwero kKoHUeHTpaTta gonyckatotca B nyHkte CFR 178.3297 "Kpacutenu
ansa nonumepos" Pasgena 21 Ceoga FDA.

OGpa3subl NPOAYKTOB UMM NOXOXMX NPOAYKTOB, NPOU3BEAEHHbIX 13 TOTO XXe nnacTuka
TEeCTUpoBanucb Ha obLLy MUrpaLnio B COOTBETCTBMU C YCIIOBUSIMU TECTUPOBAHWS,
nponucanHeiMu B (EC) 10/2011. N3penve yknagbiBaeTca B npeaen obwen murpauymm 10
mr/gm2 unm 60 Mr/kr.

YcnoBusa TecTpoBaHusa Ha obuyyto murpaumio - OM2 (10 aHew npu 40 °C)
B kayecTBe MMUTaATOPOB MULLEBBLIX MPOAYKTOB AMS NPOBEPKK 06LLen Murpauum
ncnons3osanucb 10%-HeiMin aTaHon (umutatop A), 3%-Hasa ykcycHas kucnoTa (MmutaTop

B) n onuekoBoe macno (nmutatop [2).

CootBeTcTBUE npegeny yaensHoOM Murpauumn n opyrum orpaHnyYeHnsMm NoaTBepKaeHo
Tectamu, pacHetTamm U UMmUTaumen.

1,88 am3/100 mn

Mpu cobniogeHnn HeoBXoaAMMBIX YCIOBUIA U NPeaBUAMMbIX 0BCTOATENbCTBAX NPOAYKT
NOAXOAUT ANs KOHTaKTa co criedylowyMmy Tunamm npoaykTos NUTaHUs:

BogHbin
KncnoTHbIn
CnupTtoson

YKnpHbin

NHNNNN

Cyxon

JlioGble ycnoBusi 4NUTENbHOIO XpaHeHNsi NPy KOMHATHOW TemnepaTtype 1 Huke,
BKIoYatoLLme HarpeBaHue BnnoTtb Ao 70 °C go 2 yacos vnu go 100 °C go 15 MuHyT.

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.
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Kim Gerhardt Aakermann
Materials & Compliance Specialist
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