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MpoaykT
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LLleTnHkM
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CooTBeTcTBME TpeboBaHUAM
EC

PernameHT (EK) Ne 1935/2004
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PernamenHT (EK) Ne 2023/2006

PernameHT (EK) Ne 10/2011

PernamenTbl (EK) Ne 1333/2008
n (EK) Ne 1334/2008

Vikan A/S
CVR. 23456789

Jeknapauuns COoTBeTCTBUA

Vikan A/S

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

LleTka ons nogmeTaHua ¢ BOPCoM nog yriom, 260 MM, cpeaHWin BOPC, CUHWIA LiBeT

31053

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".

5l
Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBETCTBYHOT pesoniouun AP 89 (1)

MpoaykT nponsseaeH B cootTBeTcTBMU C pernameHToMm Komuceun EC Ne 2023/2006 ot 22
aekabpsa 2006 o Hagnexalen npon3BoaCTBEHHOM NPakTUKe MaTepuarnos,
npegHa3HavYeHHbIX ANs KOHTaKTa ¢ npoayktamu nutanus (GMP).

MoHomepsbl 1 cneumnanbHble 406aBKK, NCMONb30BaHHbLIE NPU NPOU3BOACTBE NPOAYKTa
nepeuncnexsl B MNpunoxennn | Pernamernta Komuccun (EC) Ne10/2011 ot 14 sHBaps
2011 o nnacTnKoBbIX MaTepuanax, npeaHa3Ha4YeHHbIX OIS KOHTaKTa ¢ NpogyKTamum
nuTaHus. YuteHbl Tekywme nonpaeku (EC) 2020/1245.

Wcnonb3oBaHbl MOHOMEpbI W/unu fobasku ¢ npegenom yaensHown murpauun (MYM). Mpu
cobnogeHn ycnoBuii UCNonb3oBaHKUs, BELLECTBa ¢ onpeaeneHHbiM MYM He moryT
nonacTtb B NPOAYKT B KonuyecTee, npessbiwatowem MYM. o 3anpocy BO3MOXHO
KOHUAeHUManbHoe NpefocTaBneHne akTyanbHon nHdopmaumm o aHHbIX BELLECTBaX.

Vikan A/S He NpUMeEHSIET MHOTOCINONHbIE MaTepuarnbl ¢ OYHKLMOHaNbHbIM 6apbepom.

Matepunan cneumansHO cogepXnTt 4obaBku "ABOMHOIO Ha3HadeHus", nonagarolime nog
OrpaHNYEHUs] U KpUTEPUM YMCTOThI, MONagaLme nog HopMmaTtmeHble akTbl (EC)
1333/2008 n (EC) 1334/2008. Mo 3anpocy Mbl rOTOBbI KOHWAEHLMANBHO NPEAOCTaBUTb
MHJOPMaLMIO O AaHHbIX BelllecTBax.
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CootBeTtcTBUue FDA CLLUA Bce cbipbeBbie MaTepuarnbl 45 4aHHOrO NpodyKTa oTBeyatoT TpeboBaHusam ctaten 170-
199 Paspgena 21 Ceopga cdeaepanbHbix npasun FDA (YnpaBneHusa no caHntapHomy
HaZ30py 3a Ka4eCTBOM NULLEBbLIX NpoayKToB 1 nekapcts CLUA).

Monumepsbl n fo6aBkM COOTBETCTBYIOT TpeboBaHuAM cTatbsaM 174, 175, 176, 177, 178,
181, 182, 184 n 186 Paspena 21 FDA. [Jo6GaBku pa3peLueHbl ctatbent 178 Pasgena 21
FDA (Henpsmble nuwiesble fobasku), B Lenom npusHatotca 6esonacHeiMu (GRAS),
paspeLleHbl Kak NyLLeBble MHIPEAUEHTbI UK pa3peLleHbl Ha OCHOBaHWUM NpaBun Ans
nuLeBbIX 406aBOK NpUHATLIX A0 1958 ropa.

MonunponuneH oteBevaeT TpeboBaHusAM nyHkTa CFR 177.1520 "MNonvoneduHbl”
Paspena 21 Csoga FDA.

MurmeHThl KpacaLero KoHUeHTpaTa gonyckatotcsa B nyHkTe CFR 178.3297 "Kpacutenn
ansa nonuvepos” Pasagena 21 Ceoga FDA.

CoorBeTCTBYET HOpMaTUBaM
Bennko6putaHumn

AHanus nnacTMKoB Ha OGpasLbl NPOAYKTOB UMM NOXOXUX MPOAYKTOB, NPOM3BEAEHHbIX U3 TOrO XXe MracTuka

MUrpaumio TeCTUpoBanuncb Ha obLLYyH MUrpaLmMio B COOTBETCTBMM C YCIIOBUSIMU TECTUPOBAaHNS,
nponucanHbivm B (EC) 10/2011. Nagenve yknagpiBaetcs B npegen obwen murpaumm 10
mr/gm2 unun 60 Mmr/kr.

Ycnoswus TecTupoBaHus Ha obuyto murpaumio - OM2 (10 gHewn npu 40 °C)
B kavecTBe MMMTaTOPOB NULLEBLIX NPOAYKTOB ANS NPOBEPKN 06LLen Mmurpauum
ucnone3doBanucb 10%-HeiMin aTaHon (Mmutatop A), 3%-Hasa ykcycHas kucroTa (MmutaTop

B) n onnekoBoe macno (nmutatop A2).

CooTBeTCTBUE Npeaeny yaenbHon MurpaLmMmn 1 pyruM orpaHUyYeHUsiM NoaTBEPXKAEHO
TecTtamu, pacHeTamun 1 UMUTaLuei.

Ycnosus TeCTMpoBaHusa Ha yaenbHyto murpaumio - 30 muHyT npm 80 °C
MakcumanbHoe oTHoLleHue 2,0 om?/100 mn

NMOBEPXHOCTU, KOHTaKTUPYIOLLEN
C NpoayKTamu nNuTaHus, K

obbemy
Tunbl KOHTAKTOB C Mpu cobnoaeHn HeobxoaMMbIX YCNOBUA U NpeaBUaNMbIX OBCTOATENbCTBAX NPOAYKT
npoAayKkTamMu NnUTaHusA noaxoauT AN KOHTakTa Co creayloLwwyMmn TunamMy npoayKToB NUTaHUS:

E[ BoaHblii

[v] KucnotHein

[v] Crwuptosoii

[v] vpHbiii

[v] Cyxon
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Bpemsa n Temnepartypa JTioOble ycrnoBust KOHTaKTa ¢ npogyktamu npu temneparype o 80 °C B TeueHne 30
MCNONb30BaHUA NPU KOHTAKTE  MUHYT.
C NpoAyKTamMu NUTaHus

TemnepaTtypa ucnonb3osaHusa MuHuManbHasi Temneparypa: -20 °C

6e3 KOHTaKTa c NpoAyKTamu MakcumaneHas Temnepatypa: 100 °C
nUTaHusA
O6uwee Mepen ncnonb3oBaHNEM UHBEHTapb AOMKEH O4MLLaThCS, A4e3MHULMPOBATLCS U

CTepunn3oBaTbCA, Kak Toro Tpe6yeT ero HasHa4veHwue.

Taike BaXKHO NPaBUIbHO O4YMLLaTb, Ae3nHPMLMPOBaTL 1 CTepMnnM3oBaTb 0bopyaoBaHne
nocne 1crnonb30BaHusi, NPUMEHSS NOAXOAsLLME MOKOLLee CpeaCcTBO, TeMnepaTyphbl U
Bpems.

[MpaBunbHOE OYULLIEHNE NHBEHTAPS CBELET K MUHUMYMY PUCK Pa3MHOXEHUA MMKpO6OB n
NepeKpPeCTHOro 3arpA3HEHNS U MakCMMarnbHO NOBLICUT 3MEKTUBHOCTL U JONTOBEYHOCTb
MHBEHTapA4.

PekomeHgoBaHHas Temnepartypa ctepunm3auun (asToknasunposanus): 121 °C

Mo 3anpocy ynornHOMOYeHHbIX OpraHoB Mbl NpeaocTaBuM TpebyoLLyOCs apXMBHYHO
MHopMaLMIo.

KomnaHnus Vikan A/S 3apernctpupoBaHa YnpaeneHuu [JaHuv no BeTepuHapun un
npoayktam nutanmns (DVFA)M Halwa cobcTBeHHas CucteMa KOHTPOMst MHCNEKTUPYETCS
DVFA.

Oata 19.05.2021

MponsseneHo SA(‘N*/ ). , B‘\S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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