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Pyuka n3 antomuHuga, @31 MM, 650 MM, cuHuii LBET

29813

MonunponuneH, 98%
CunHun, 2%

CsapHas antomuHueBas Tpyba 5449

B cootBeTcTBUM € nocTaHoBneHnem komuccun EC Ne 1935/2004 cratbm 3, 11(5), 15n 17
NpoAYKT NpegHasHayeH ANng KOHTakTa ¢ NuLieBbIMY NnpoaykTtamu. MpoaykT unum ero
ynakoBka MpOMapKMpoBaHbl penbedHbIM 3HAaKOM "proMKa 1 BUnka".

YpoBeHb BCEX KOMMOHEHTOB CBAPHbIX antoMMHMeBbIX Tpy6 5449 cooTeeTcTByeT
MakcumanbsHO JonycTUMOMY corfiacHo AokyMeHTy EN 602:2004 "AntoMUHUIA 1
anomunHueBble cnnasbl. N3gennsa aedopmmnpoBaHHble. XMMUYECKUI COCTaB
nonydabprkaToB AN UrOTOBNEHUS U3OENWI, UCMOSb3YEMbIX B KOHTaKTe C NULLEBbLIMMI
npogykramn".

5l
Bce kpacuTenu KpacsLwero KoOHUeHTpaTa cooTBETCTBYHOT pe3ontounn AP 89 (1)

MpopoykT npousBeneH B cooTBETCTBMM C pernameHTom Komumceun EC Ne 2023/2006 ot 22
nekabps 2006 o Hagnexaluen npon3BoACcTBEHHOM NpaKkTUKe MaTepuarnos,
npegHa3HayYeHHbIX A4S KOHTaKTa ¢ npogyktamu nutanuns (GMP).

MoHomepsbl 1 cneuunanbHble 406aBKKW, NCMONb30BaHHbLIE NPY NPOU3BOACTBE MPOAYKTa
nepe4yvcnexsbl B Mpunoxenun | PernamerHta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTUKoBbIX MaTepuanax, NpeaHa3Ha4YeHHbIX A1s KOHTaKTa C NpoayKTamu
nuTaHus. YuteHsl Tekywme nonpasku (EC) 2020/1245.

Mcnonb3oBaHbl MOHOMEpPBI W/unun obasku ¢ npeaenom yaensHon murpauum (MYM). Mpu
cobniogeHun yCnosui NCNonb3oBaHWs, BelecTsa ¢ onpeaeneHHelim MNMYM He moryT
nonacTb B NPOAYKT B Konu4yecTse, npesbiwatowem MYM. No 3anpocy BO3MOXHO
KOHdVAeHUManbHoe NpefocTaBneHne akTyanbHoW MHOPMaLMn O AaHHbIX BeLLecTBax.

Vikan A/S He NpUMeHSIET MHOTOCIONHbIE MaTepuarnsl ¢ YHKLMOHaNbHbIM 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

MakcumManbHoe OTHOLLEHWE
NOBEPXHOCTU, KOHTAKTUPYHOLLIE
C NpoayKktamMmu nnTaHua, K
obbemy

Tunbl KOHTAKTOB C
npoayKkraMmum nuTaHusa

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.

O6pasubl NPOAYKTOB UMW MOXOXUX NPOAYKTOB, NPOM3BEAEHHbIX U3 TOrO Xe NnnacTuka
TECTUPOBANUCh Ha O6LLY0 MUrpauuio B COOTBETCTBUM C YCITOBUSIMU TECTUPOBAHWS,
nponucanHeiMu B (EC) 10/2011. N3penve yknagpiBaeTcsa B npeaen obwen murpaumm 10
mr/gm2 unmn 60 Mr/kr.

YcnoBus TecTpoBaHusa Ha obuyto murpaumio - OM2 (10 aHew npu 40 °C)
B kayecTBe MMUTaATOPOB MULLEBLIX MPOAYKTOB Arsi IPOBEPKM 06LLEen MUrpauum
ncnons3osanucb 10%-HeiMi aTaHon (umutatop A), 3%-Hasa ykcycHas kucnoTa (MmutaTop

B) n onuekoBoe macno (nmutatop [2).

CootBeTcTBUE npegeny yaensHoM Murpauum n pyrum orpaHnyYeHnsM NoaTBep>KaeHo
Tectamu, pacHetTamm U UMUTaumen.

1,88 am3/100 mn

Mpw cobniogeHnn HeoBXoAMMBIX YCIOBUIA U NPeaBUAMMbIX 0BCTOATENbCTBAX NPOAYKT
NOAXOAUT ANs KOHTaKTa co criedylowyMmy Tunamm npoaykToB NUTaHus:

BoaHbin
KncnoTtHbIn
CnupTtoson
YKnpHbin

Cyxon

NHNNNN
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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.

15.02.2022
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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