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LLleTka ckpebkoBas nonomonHas ¢ nogayen Bogpl, 270 MM, cpegHuii BOPC, CUHUIA LBET

70433

MonunponuneH, 97%

CuHni, 2%

XvMuyecknin neHoobpasyowmin areHT, 1%
MonubytuneHtepedranar (MB6T)

Hep>xaBetoLlasi nonatka nponsseneHa u3 Hepxasetowen ctany mapku 1,4301 (AISI 304)

B cootBeTcTBMM € nocTaHosneHnem komuccmmn EC Ne 1935/2004 ctaten 3, 11(5), 15mn 17
NPOAYKT NpeAHa3HayeH Ans KOHTakTa ¢ NuLLeBbIMM NpogykTamu. MNpoaykT unu ero
yrnakoBka MpoMapKnpoBaHbl peribeHbIM 3HaKOM "promMKa 1 Bunka".

HepxaBsetoLas ctanb cooTBeTcTByeT EBponerickomy ctangapty EN 10088 u
cneumanbHbIM NpegenaM Murpauum, yctaHoBrneHHbIM B HopmaTuee Coseta EBponbl:
"MeTannel 1 cnnasbl, UCMOSb3yeMble AN U3roTOBNEHNs 06opyaoBaHmS,
KOHTaKTUPYIOLLLEro C NpodykTamun nutaHns".

5l
Bce kpacuTtenu kpacsiLero KoHueHTpaTa cooTBETCTBYHOT pe3ontouun AP 89 (1)

MpoayKT npounsBeaeH B COOTBETCTBMU C pernameHToMm Komuccum EC Ne 2023/2006 ot 22
aekabps 2006 o Hagnexalen npon3BoacTBEHHONM NpakTUKe MaTepuanos,
npegHa3HavYeHHbIX ANs KOHTaKTa ¢ npogykTaMmu nutaHust (GMP).

MoHomepbl 1 cneumnanbHble 406aBKW, NCMOMNb30BaHHbIE NPY NPOU3BOACTBE NPOAYyKTa
nepeuncnetsl B Mpunoxenun | Pernamenta Komucenn (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTUKOBbLIX MaTepunanax, npeaHasHa4YeHHbIX AN KOHTakTa ¢ npoaykraMmu
nuTaHua. YuTeHsl Tekywme nonpasku (EC) 2020/1245.

Wcnonb3oBaHbl MOHOMEpbI u/nnu gobaeku ¢ npegenom yaensHown murpauun (MYM). Mpu
cobnogeHnn yCroBuii NCNonb30BaHns, BellecTsa ¢ onpeaeneHHeiM MNMYM He moryT
nonacTb B MPOAYKT B Konm4yecTBe, npesbiwatowwem MYM. No 3anpocy BO3MOXHO
KOHdMAeHUManbLHoe NpegocTaBneHne akTyanbHoW MHOPMaLmn O AaHHbIX BELLEeCTBax.

Vikan A/S He NnpuMeHsIET MHOTOCONHbIE MaTepuarbl ¢ hyHKLMOHaNbHLIM 6apbepoMm.

Vikan A/S
CVR. 23456789

P (+45) 9614 2600
F (+45) 9614 2655

vikan@vikan.com
www.vikan.com
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PernamenTbl (EK) Ne 1333/2008 Martepuan cneumansHO cogepXuT AobaBky "ABOWHOrO HasHavyeHus", nonagatoLme nog

n (EK) Ne 1334/2008 OorpaHvyeHns 1 KpUTEPUN YNCTOTLI, Monagatomne nog HopMmaTueHble akTbl (EC)
1333/2008 u (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOHPUAEHLMANbLHO NPeAoCTaBUTb
MHOpMaLUIO O AaHHbIX BELLECTBAX.

CootseTtcTBUue FDA CLLUA Bce cbipbeBble MaTepuansl AN AaHHOTO NpoAayKTa oTBevatoT TpeboBaHuam craten 170-
199 Pasgena 21 Ceoaa ceaepanbHbix npasun FDA (YnpaBneHus no caHntapHomy
HaA30py 3a KAa4eCTBOM NuLLEBbLIX NPoaykToB 1 nekapcts CLUA).

Monumepsbl 1 fobaBkM COOTBETCTBYIOT TpeboBaHuaM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. [Jo6aBku pa3pelueHbl ctatben 178 Pasgena 21
FDA (Henpsimble nuiweBble fobaBku), B Lenom npusHatoTca 6esonacHeiMu (GRAS),
pa3speLleHbl Kak MULLEBbIE MHIPEANEHThI UM pa3peLleHbl Ha OCHOBaHUKM NpaBui Ans
nueBbIX 4o6aBoK NpUHATLIX Ao 1958 ropa.

MonunponuneH oteevaeT TpebosaHmaM nyHkta CFR 177.1520 "MonvoneduHb!”
Paspena 21 Csopa FDA.

Bopc 13 nonubyTuneHTepedTanara cooTBeTcTByeT HopmaTmsy 177.1660 «[MNonun
(TeTpameTunen)tepedtanat» Ceoga deaeparnbHbIX Npasun YnpasneHns no
CaHWTapHOMY HaA30py 3a Ka4eCTBOM NULLEBbIX NPOAYKTOB N MeankameHToB CLUA.

MurmeHThl KpacsLero KoHUeHTpaTa gonyckatoTtcs B nyHkTe CFR 178.3297 "Kpacutenu
ansa nonumepos" Pasagena 21 Ceoga FDA.

Hep>xaBetowas cranb B JaHHOM MHCTPYMeHTa cooTBeTcTBYeT CBOAY NpaBwm no
npogyktam nutanmns FDA (JenaptameHTa no Haasopy 3a 060pOTOB NPOAYKTOB NUTaHMSA U
NeKkapcTBEHHbIX cpeacTB) 1 BxoauT B cnvcok NSF/ANSI 51-2014 Matepuanos ansi
nueBoro o6opygoBaHus.

CooTBeTCcTBYEeT HOpMaTuBam ToBap cootBeTcTBYeT PernameHTy 2019 Ne 704 (MonpaBka) (B CBSA3U C BbIXOAOM

Benunkob6putaHumn Benukobputanuu n3 EC) o BelecTBax 1 Matepmanax, KOHTaKTUPYHOLLMX C NULLEBON
npoayKumnen.

AHanus nnacTukoB Ha O6pa3sLbl NPOAYKTOB UMM NOXOXUX MPOAYKTOB, NPOM3BEAEHHBIX U3 TOrO e MracTuka

Murpauuio TecTUpoBanuch Ha obLLy MUrpaLmio B COOTBETCTBMMN C YCIIOBUSIMU TECTUPOBAHWS,

nponucanHeiMu B (EC) 10/2011. U3pgenne yknagsiBaetca B npeaen obwen murpaumm 10
Mr/am? nnm 60 mr/kr.

Ycnosusa TecTMpoBaHus Ha obuyto murpauuto - OM2 (10 gHen npu 40 °C)
B kayecTBe MMUTaTOPOB MULLEBbLIX NPOAYKTOB AJ1s1 NPOBEPKU 0BLLEN MUrpaLmm
ucnonb3oBanuce 10%-HbimiA aTaHon (umutatop A), 3%-Has ykcycHas kucnota (Mmutartop

B) n onuekoBoe macno (umutatop [2).

CooTBeTCTBME Npeaeny yaenbHOW MUrpauum U Apyrum orpaHU4eHnsM NoaATBEPXKAEHO
Tectamu, pacyeTamu 1 UMUTaumen.

YcnoBus TeCTUPOBaHUA Ha yaenbHyo murpaumio - 30 muHyT npu 80 °C
MakcumanbHoe OTHOLLEeHue 2,0 om3/100 mn

NOBEPXHOCTH, KOHTaKTI/IpyIOLLI,eVI
C NpoayKTamMu NnTaHu4, K

o6bemy
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TUNbl KOHTAKTOB C
npoayKkraMmu nuUTaHusA

Bpems n temneparypa
UCNOJSIb30BaHUA NPU KOHTaKTe
C NpoAyKTaMu NUTaHus

TemnepaTtypa UCNosib30BaHUA
6e3 KOHTaKTa ¢ NpoayKTaMu
nuTaHus

Oo6Lwee

OaTa

MponseeneHo

Vikan A/S
CVR. 23456789

Mpwv cobniogeHny HeoBXxoanMbIX YCMOBUIA U NPeABUANMMBIX 0GCTOATENbCTBAX NPOAYKT
NOOXOAUT ANst KOHTaKTa co crieayowmuMmn Tunamm npoayKToB NMUTaHUS:

BoaHbin
KncnoTtHbin
CnupTtoBoi
YKvpHbIn

Cyxon

NNNNN

JTio6Bble ycnoBus AnUTENbHOrO XpaHEeHNst NP KOMHATHON Temneparype U Huxe,
BKMOYatoLwme HarpesaHue BnnoTb Ao 70 °C go 2 yacos nnu go 100 °C go 15 MuHyT.

JTioBble ycnoBumst KOHTaKTa ¢ npogyktammu npu temneparype o 80 °C B TeueHne 30
MWHYT.

MuHumanbsHasa Temnepatypa: -20 °C
MakcumanbHas Temneparypa: 100 °C

Mepea ncnonb3oBaHMEM NHBEHTAPb AOMKEH OYMLLATLCS, AE3NHMPULMPOBATLCA U
CTepunmn3oBaTbCAd, Kak TOro Tp66y9T €ro HasHa4yeHwue.

Taioke BaXKHO NpaBuIbHO o4mLLaTh, Ae3nHPULMPOBaTL 1 CTepUnn3oBaTb 0bopynoBaHe
nocne 1crnonb30BaHus, NPUMEHSAS NOAXOAsLLME MOKOLLee CpedCcTBO, TeMnepaTyphbl U
BpeMS.

[MpaBunbHOE OYULLIEHNE NHBEHTAPS CBEOET K MWHUMYMY PUCK Pa3MHOXEHUA MVIKpO6OB n
NepeKPeCTHOro 3arpa3HEHMS U MakCMMarnbHO NOBLICUT 3MEKTUBHOCTL U JOSNTOBEYHOCTb
MHBEHTapA4.

PekomeHaoBaHHas Temneparypa ctepunm3auun (asToknasunposanus): 121 °C

Mo 3anpocy ynornHOMOYEHHbIX OpraHoB Mbl NpeaocTaBum TpebyoLLyOCs apXMBHYHO
WHopmauuio.

KomnaHus Vikan A/S 3apernctpupoBaHa YnpaeneHuu [JaHum no BeTepuHapun un
npoayktam nutanns (DVFA)M Hawa cobcTBeHHas CucteMa KOHTPOMst MHCNEKTUPYETCS
DVFA.
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