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CVR. 23456789

deknapauus cooTBeTCTBUA

Vikan A/S

Raevevej 1
DK-7800 Skive
(+45) 96 14 26 00

LeTka ansa nogmeTanus, 410 MM, Msarkuin/ paclienneHHbIin, CUHUIA LUBeT

31783

MonunponuneH, 97%

CuHun, 2%

XumMmnyeckuii neHoobpasytomn areHT, 1%
MonunponuneH (MIT)

HepxaBetoLlaa nonatka npousBeaeHa 13 HepkasetolLien ctanu mapku 1,4301 (AISI 304)

B cootBeTcTBUMM € nocTaHoBrneHnem kommuceum EC Ne 1935/2004 cratbm 3, 11(5), 15mn 17
NpoayKT NpefHa3Ha4YeH Ans KOHTaKTa ¢ NuweBbIMU NpoaykTamu. MpoaykT nnm ero
ynakoBka MpoMapKMpoBaHbl penbedHbIM 3HaKOM "proMKa 1 BUmKa".

HepxageloLlas ctanb cootBeTcTByeT EBponenckomy ctaHaapty EN 10088 n
cneumanbHbIM Npegenam Murpaumm, ycTaHoBneHHbIM B Hopmatuse CoseTta EBponbi:
"MeTtannbl 1 cnnaebl, UCNOMb3yemble AN N3roToBneHns obopyaoBaHus,
KOHTaKTMPYOLLEro ¢ MPOAYKTaMmn nuTaHus".

5l
Bce kpacuTtenu kpacsiiero KOHUeHTpaTa CooTBETCTBYHOT pesonounn AP 89 (1)

MpogykT npousseaeH B cooTBeTCTBMM C pernameHTom Komuccun EC Ne 2023/2006 ot 22
nekabps 2006 o Hapgnexaluen npoM3BoACTBEHHONM NPaKTUKE Matepurarnos,
npegHasHaYeHHbIX ANS KOHTaKTa ¢ npoagyktamu nutanuns (GMP).

MoHomepsbl 1 cneuunanbHble 4o6aBKkKW, UCNOMNb30BaHHbLIE NPY NPON3BOACTBE MPOAYKTa
nepeyvcneHsbl B Mpunoxenunn | Pernamernta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 0 NnacTUKOBbIX MaTepuanax, npeaHa3HaYeHHbIX A51S KOHTaKTa C NpoayKTamu
nuTanus. YuteHsl Tekywme nonpaeku (EC) 2020/1245.

Vcnonb3oBaHbl MOHOMEpPbI W/unu obasku ¢ npegenoM yaensHon murpauum (MYM). Mpu
cobnogeHnn ycrnoBuii CNonNb3oBaHUs, BelllecTBa ¢ onpeaenenHbiM [MYM He moryT
nonacTb B NPOAYKT B KONNYeCTBe, npesbilwatoem MYM. Mo 3anpocy BO3MOXHO
KOHuaeHUManbLHoe npegocTaBneHne akTyanbHon NHOpMaLmMm O AaHHbIX BeLlecTBax.

Vikan A/S He npyMeHseT MHOIOCINOVHbIE MaTepuarnbl ¢ PYHKLUNOHaNbHbIM 6apbepom.

Raevevej 1 P (+45) 9614 2600 vikan@vikan.com
DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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PernameHnTsl (EK) Ne 1333/2008  Martepuman cneyunanesHoO cogepxuT fobaBky "0BOMHOrO HasHavyeHus", nonagaroLime nog,

n (EK) Ne 1334/2008 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.

CootBetcTtBMe FDA CLLUA 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.

HepxaBgetoLwjas ctans B 4AHHOM MHCTPYMeHTa cooTeeTcTByeT CBoay npasumn no
npogyktam nutaHua FDA (JenaptameHTa no Hag3opy 3a 060poTOB NPOAYKTOB NUTAHUA 1
nekapcTBeHHbIX cpencTts) u BxoauT B cnmcok NSF/ANSI 51-2014 Matepuanos ans
nuiesoro o6opyaoBaHus.

CoorBeTCcTBYEeT HOpMaTMBam ToBap cootBeTcTBYeT PernameHTy 2019 Ne 704 (MonpaBka) (B CBSI3u C BbIXOAOM

Benuko6putaHumn BenukobputaHumn n3 EC) o BelecTBax 1 matepranax, KOHTaKTUPYHLLMX C NULLEBON
npoayKunen.

AHanun3 nnacTukKoB Ha O6pa3ubl NPOAYKTOB UMM NMOXOXWX NPOAYKTOB, NPOU3BEAEHHbIX 13 TOTO e nnacTvka

Murpauuio TECTMpOBanucb Ha oOLLYyI MUTpaLMi0 B COOTBETCTBMU C YCIIOBUSIMU TECTUPOBAHWS,

nponucaHHbiMu B (EC) 10/2011. U3genune yknapeiBaeTcst B npeaen obLen murpauum 10
mr/am? nnn 60 mr/kr.

Ycnosusa TectnpoBaHus Ha obuyyto murpaumio - OM2 (10 gHewn npu 40 °C)

B kavecTBe MMUTaTOPOB MULLEBbLIX MPOAYKTOB Af151 NPOBEPKY OBLLEN MUrpaLmm
ncnonb3oBanucb 10%-HeiMi aTaHon (Mmutatop A), 3%-Has ykcycHas kucnota (umutatop
B) n onuekoBoe macno (nmutatop [2).

CooTBeTCTBME Npegeny yaenbHOW MUrpauum 1 Apyrum orpaHU4eHnsIM NoATBEPXKOEHO
Tectamu, pacyeTamun u UMUTaumen.

MakcumanbHoe OoTHOoLLEeHne 2,0 am3/100 mn
NMOBEPXHOCTU, KOHTAKTUPYHOLLIE
C NPOAYKTaMU NUTaHus, K

obbemy
TUNbl KOHTAKTOB C Mpu cobntogeHnn HeobxoaNMbIX YCIOBUIA 1 NpeaBUANMbIX 0BCTOSTENLCTBAX NPOAYKT
npoayKkTamMu NUTaHUsA NOAXOAWT ANS KOHTaKTa Co CrieayoLMMy TMnaMm NpoayKTOB NUTAHUS:

|Z[ BoaHbIn

[v] KwucrotHbiin
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Bpems 1 TemnepaTtypa
MCNOMNb30BaHUA NPU KOHTaKTe
C NpoayKTaMu NUTaHus

TemnepaTypa ucnonb3oBaHUA
6e3 KOHTaKTa ¢ npoAyKTamMu
nuTaHuAa

O6uwee

OaTta

MponssegeHo

Vikan A/S
CVR. 23456789

[v] CnupToson
[v] wvpHbii
[v] Cyxon

JlioBble ycnoBusi KOHTakTa ¢ npodyktamu npu temnepatype go 40 °C TeuveHne 30
MUHYT.

MwuHumanbHas Temneparypa: -20 °C
MakcumaneHas Temnepatypa: 60 °C

Mepen Ucnonb3oBaHNeM MHBEHTapb AOJMKEH OUYULLATLCS, A€3MHMULMPOBATLCS U
CTEpWUNM30BaTbCA, Kak TOro TpebyeT ero HasHadeHue.

Takke BaXKHO NpaBUIIbHO OYMLLATb, AE3UHMULMPOBATL U CTEPUNN30BaTL 0GOPYAOBaHME
nocne MCronb30BaHKs, NPUMEHSIS NOAXOASLLME MOOLLEee CPedCcTBO, TeMrepaTypbl 1
Bpemsi.

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

PekoMeH0BaHHas TemMnepaTtypa cTepunusauum (aBtToknaesupoBanus): 121 °C

Mo 3anpocy ynonHOMOYEHHBLIX OPraHoB Mbl NPeaoCTaBMM TPEDYIOLLYIOCS apXUBHYHO
NHopMaLMIo.

Komnanusa Vikan A/S 3apeructpmpoBaHa YnpasneHun [JaHum no BeTepuHapuu n
npogyktam nutannsa (DVFA)M Hawa cobcTBeHHas Cuctema KOHTPONs MHCNEKTUpyeTCs
DVFA.
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Stine Lannerup Bislev
Hygiene and Compliance Manager

Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
DK-7800 Skive F (+45) 9614 2655 www.vikan.com

3/3



