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Hep>xaBetowasi nonartka nponsseaeHa 13 Hepxxasetowen ctany mapku 1,4301 (AISI 304)

B cooTtBeTcTBUM € nocTaHoBNeHnem kommccumn EC Ne 1935/2004 ctateun 3, 11(5), 15n 17
NPOAYKT NpefHa3HayeH Ans KOHTaKTa ¢ nuweBbIMU npodykTamu. MpoaykT unum ero
ynakoBka MPOMapKMPOBaHbl penibedHbIM 3HAKOM "proMKa 1 BUIka".

S

MpoaoykT npousseneH B cooTBeTCTBMM C pernameHTom Komuccum EC Ne 2023/2006 ot 22
aekabpsa 2006 o Hagnexawen npon3BoaCcTBEHHOW MPaKTMKe MaTepunarnos,
npefHasHa4YeHHbIX A5t KOHTakTa ¢ npoaykTtamu nutaxHust (GMP).

MoHomepsbl 1 cneuunanbHble [o6aBKKM, NCNOMNb30BaHHbIE MPY NPOM3BOACTBE NPOAYKTa
nepeuuncnensl B MNpunoxeHun | Pernamerta Komuccum (EC) Ne10/2011 oT 14 aHBaps
2011 o nnacTMKoOBbIX MaTepunanax, npeaHa3HavYeHHbIX Ans KOHTaKTa ¢ NpoAykTaMum
nuTaHus. YuTeHsl Tekylime nonpasku (EC) 2019/37.

Mcnonb3oBaHbl MOHOMEpPBI M/unn gobaekv ¢ npegenom yaenbHon murpauuu (MYM). MNpu
cobnogeHnn ycnosumn NCnonb3oBaHus, BelecTsa ¢ onpedeneHHsim [MYM He moryT
nonacTb B MPOAYKT B Konu4yecTBe, npesbilwatoliem MYM. No 3anpocy BO3MOXHO
KOHdVAeHUManeHoe NpeaocTaBneHne akTyanbHON MHOPMaLnM O AaHHbIX BELLeCTBax.

Vikan A/S He npyMeHsieT MHOrOCNoNHbIE MaTepuarbl ¢ YHKLMOHaNbHbIM Gapbepom.

Matepuan cneumansHo cogepXxut Aobasku "ABONHOr0 Ha3HavyeHus", nonagaoLume noa
OrPpaHNYEHNs N KPUTEPUM YNCTOThI, NoNagatroLme nod HopMmaTueHble akTbl (EC)
1333/2008 n (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOH(bMAEHUMANBHO NPeaoCTaBUTb
WH(OPMaLWMIO O AaHHbIX BeLLeCTBax.

Bce kpacuTtenu kpacsiiero kKoHUeHTpaTa CooTBETCTBYHOT pesonounn AP 89 (1)
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CootsetcTBue FDA CLUA Bce cbipbeBble MaTepuansl Ans AaHHOro NpoAykTa oTBevaroT TpeboBaHusam ctaten 170-
199 Paspena 21 Ceoaa denepanbHbix npasun FDA (YnpasneHusi no caHuTapHOMY
HaA30py 3a KAa4eCTBOM NULLEBLIX NPOAYKTOB 1 nekapcts CLUA).

Monumepsbl 1 0obaBku COOTBETCTBYHOT TpeboBaHuaM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. [JoGaBku paspeLueHbl ctaTben 178 Pasgena 21
FDA (Henpsimble nuweBble fobaBku), B uenom npuaHatotcs 6esonacHeimu (GRAS),
pa3peLueHbl Kak NULLIEBbIE MHIPEAMNEHTb! UMW paspeLLeHbl Ha OCHOBaHWM NpaBun ans
nueBbix 4o6aBoK NpuHATLIX Ao 1958 roaa.

MonunponuneH oteevaeT TpeboBaHusm nyHkTa CFR 177.1520 "MonnoneduHb!"
Paspena 21 Ceopga FDA.

MurmeHTBI KpacaLero kKoHUeHTpaTta gonyckatTcda B nyHkte CFR 178.3297 "Kpacutenu
ansa nonumepos" Pasgena 21 Ceoaa FDA.

AHanus nnacTukKoB Ha O6pa3sLpbl NPoAYKTOB UIN MOXOXMX NPOOYKTOB, NPOU3BEAEHHbIX U3 TOrO Xe nnacTuka

mMurpauuio TecTMpoBanuch Ha obLLy MUrpaLmio B COOTBETCTBUM C YCMOBUSMU TECTUPOBAHUS,
nponucanHbivu B (EC) 10/2011. U3penve yknagpiBaeTcs B npeaen obuwei murpauum 10
mr/am? nnmn 60 mr/kr.

Ycnosusa TecTupoBaHus Ha o6y murpaumio - OM2 (10 gHen npu 40 °C)

B kavecTBe MMUTaATOPOB NULLEBLIX NPOAYKTOB AMNs NPOBEPK/ obLen Murpaumm
ucnonb3osanuckb 10%-Heimi aTaHon (Mmutatop A), 3%-Has yKCycHas kucnota (umuTtaTtop
B) n onuekoBoe macno (umutatop 2).

CooTBeTcTBUE npeneny yp,eanon mMmurpaunn n gpyrum orpaHUM4eHnAaAM noateepxaneHo
TecTtaMu, pac4yetamum n nmuTaumen.

MakcnmanbHoe OTHOoLLEeHWe 2,1 am3100 mn
NMOBEPXHOCTU, KOHTAKTUPYHOLLEN
C NpoAyKTaMu NUTaHus, K

o6bemy
Tunbl KOHTAKTOB C Mpw cobniogeHnn HeobxoanMbIX YCrOBUIA U NpeaBMaANMbIX 06CTOATENBCTBAX NPOAYKT
npoayKTamMu NUTaHuA NOAXOAMUT ANA KOHTaKTa Co criedylowmnmy Tunamm NPoAyKTOB NMUTaHWSA:
Z[ BoaHbin
[v] KucnotHbin
[v] Cnuptoson
[V] >KupHbiii
[v] Cyxon
Bpemsa n Temnepartypa Jiobble ycnoBus 4nuTenbHOro XpaHeH s Npu KOMHaTHOM TeMnepaTtype U H1xe,

MUCNOoNb30BaHWUA NPU KOHTaKTe  BKIovatoLme HarpesaHue BnnoTb Ao 70 °C go 2 yacos unu go 100 °C go 15 MuHyT.
C NpoAyKTaMu NUTaHusA
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TemnepaTypa ncnonb3oBaHUA
06e3 KOHTaKTa C npoaykramu
nuTaHuA

Ob6wee

Oarta

MponseeneHo

Vikan A/S
CVR. 23456789

MuHumanesHasa Temnepartypa: -20 °C
MakcumanbHas Temnepatypa: 100 °C

Mepen Mcnonb3oBaHWEM MHBEHTaPb AOIHKEH OYULLATLCS, Ae3UHPMLMPOBATLCS U
CTepun13oBaTbCs, Kak Toro TpebyeT ero HasHayeHwve.

Takke Ba)kHO NPaBUMbHO OYMLLATb, AE3UHMULMPOBATL U CTepuNM3oBaTh 0GopyaoBaHue
nocre Mcrnosib3oBaHusi, MPUMEHsISt MOAXOASLIME MOtoLLee CpeCcTBO, TemnepaTypbl U
Bpemsi.

MpaBunbHOE OYMLLEHNE UHBEHTAPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHUS1 MUKPOOOB 1
NnepeKkpecTHOro 3arpsi3HEHNs U MaKCUMarbHO NOBbLICUT 3MEKTUBHOCTb U JONTOBEYHOCTb
WHBEHTaps.

PekomeHaoBaHHasa Temnepatypa cTepunusauum (astToknaesupoBanus): 121 °C

Mo 3anpocy ynorIHOMOYEHHbIX OPraHOB Mbl MPEAOCTaBMM TPEOYIOLLYIOCS apXUBHYIO
UHdopMaumio.

Komnanusa Vikan A/S 3apeructpvpoBaHa YnpasneHun [JaHnm no BeTepuHapum u
npogyktam nutanus (DVFA)M Hawa cobecTBeHHas Cuctema KOHTPONst MHCNEKTUpyeTCs
DVFA.

03.07.2019

SA( o ). . B‘\ S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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