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B cooTtBeTCcTBUM C NnocTaHoBNeHnem kommccnumn EC Ne 1935/2004 ctateun 3, 11(5), 15n 17
NPOAYKT NpefHa3HayeH Ans KOHTakTa ¢ nuweBbiMKU npodykTamu. MpoaykT unum ero
yrnakoBka NpPOMapKMpOBaHbl penbedHbIM 3HAaKOM "proMKa v Bunka".

W1
MpoaoykT npousseneH B cooTBeTCTBMM C pernameHTom Komuccum EC Ne 2023/2006 ot 22

aekabpsa 2006 o Hagnexawen nponsBoaCcTBEHHOW MPaKTMKE MaTepunarnos,
npenHasHayYeHHbIX AN KOHTaKTa ¢ npogyktamu nutanuns (GMP).

MoHomepsbl 1 cneuunanbHble 4o6aBKKM, NCMNOMNb30BaHHbIE MPY NPOM3BOACTBE NPOAYKTa
nepeuuncnensl B MNpunoxexHun | Pernamerta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTMKoOBbIX MaTepuanax, npeaHa3HavYeHHbIX Ans KOHTaKTa ¢ NpoaykTaMu
nuTaHus. YuTeHsl Tekylme nonpasku (EC) 2019/37.

Mcnonb3oBaHbl MOHOMEpPBI M/unn gobaekv ¢ npegenom yaenbHon murpauuu (MYM). MNpu
cobniogeHnn yCnoBumin NCMonb3oBaHns, BeLLecTBa ¢ onpeaeneHHsiM [MYM He moryT
nonacTb B MPOAYKT B Konu4ecTse, npesbiwaroiem MNMYM. No 3anpocy BO3MOXHO
KOH(pnaeHumnanbHoe npefocTasneHme akTyanbHon MHpopMaLun o AaHHbIX BELLLECTBAX.

Vikan A/S He npyMeHsieT MHOrOCNOoNHbIE MaTepuarbl ¢ YHKLUOHaNbHbIM 6apbepomMm.

MaTtepuan cneumansbHo coaepXuT AobaBku "0BOMHOIO Ha3HavyeHus", nonagaroLme nog
OrPaHNYEHUs N KPUTEPUM YMCTOTbI, NonagatoLme nod HopMmaTueHble akTbl (EC)
1333/2008 un (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOH(MAEHUMANBHO NPegoCTaBUTb
MHbOpMaUUIo O AaHHbIX BELLECTBAX.

Bce kpacuTtenu kpacsiiero kKoHUeHTpaTa CooTBETCTBYHOT pe3sontounn AP 89 (1)
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CootBetcTBue FDA CLUA

AHanus nnacTukKoB Ha
Murpauumio

MakcnmanbHoe OTHOLUEHWE
NOBEPXHOCTU, KOHTaKTUPYHOLLE
C MpoayKTaMu NUTaHus, K
o6bemy

Tunbl KOHTAKTOB C
npoaykKraMmuv nuTaHua

Bpems 1 TeMnepaTypa
MCNoONb30BaHUA NPU KOHTaKTe
C NpoAayKTaMu nUTaHus

Vikan A/S
CVR. 23456789

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.

MonnamugHble maTepuansl oTBevatoT TpeboBaHuam nyHkta CFR 177.1500
"MonnamupgHele cvonbl" Pasgena 21 Ceopa FDA (YnpasrneHus no caHutapHoMy Hagsopy
3a Ka4yeCTBOM NULLEBLIX NPOAYKTOB 1 nekapcts CLUA).

MUrMeHTbI KpacsLero KoHLeHTpaTa gonyckatotcsa B nyHkTe CFR 178.3297 "Kpacutenu
ansa nonumepos" Pasgena 21 Ceoaa FDA.

O6pasupbl NPOAYKTOB MIN MOXOXMX NPOOYKTOB, MPON3BEAEHHbIX U3 TOrO Xe nnacTuka
TECTMPOBANUChb Ha ObLLY0 MUrpaLuio B COOTBETCTBUM C YCMOBUSIMU TECTUPOBAHUS,
nponucanHbivu B (EC) 10/2011. Uspenue yknageiBaeTca B npeaen obuwen murpaumm 10
mr/gm? unun 60 mr/kr.

YcnoBusi TeCTUpOBaHWS Ha 06Luyto Murpaumto - OM7 (2 yaca npu 175 °C)

B kavecTBe MMMTATOPOB NULLEBLIX MPOAYKTOB AN NPOBEPKW 06LLen Mmurpauumn
ucnonb3oBanunce 10%-Hbimin aTaHon (MmutaTtop A), 3%-Hasi yKCycHas kucnorta (ummtaTop
B) n onuekoBoe macno (umutartop 2).

CooTBeTCTBME Npeaeny yaenbHONn MUrpauum u pyrum orpaHu4eHnsamM noaTBepKaeHO
TecTtamu, pacyeTamu U UMUTALIMEN.

2,1 am3/100 mn

Mpu cobnogeHnn HeoBX0AMMBIX YCNOBMIA U NPEABUANMBIX 06CTOATENBCTBAX NPOOYKT
NOAXOAMT AJ1S1 KOHTaKTa CO CreayroLwyMy TMNnaMm NPpoayKTOB NUTaHUS:

BoaHbin
KncnoTtHbin
CnupToBon
YKupHbi

CyxoW

NEANNNRKN

JTtoGble ycrnoBusi KOHTaKTa ¢ BOAHbIMU, CIUPTOBbLIMU, KUPHBIMU U CYXMMU NPOAyKTamu
npu Temnepatypeno 175 °C. Jliobble ycnoBus KOHTaKTa € KUCNOTHLIMY NPOAYKTaMK,
BKINtovatoLme HarpesaHue BnnoTb Ao 70 °C po 2 yacos nnu go 100 °C go 15 MuHyT.
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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: 175 °C

Mepen ucnonb3oBaHWeEM MHBEHTaPb OOIMKEH OYULLATLCS, AE3UHPULMPOBATLCS U
CTepunM3oBaThbCs, kak Toro TpebyeT ero HasHadeHwue.

Takke Ba)kHO NPaBUMbHO OYMLLATb, AE3UHMULMPOBATL U CTepUNM3oBaTh 0GopyaoBaHme
nocre Mcrnosib3oBaHusi, MPUMEHsISt MOAXOASLLIME MOtoLLee CpefCcTBO, TemnepaTypbl U
Bpemsi.

MpaBunbHOE OYMLLEHNE UHBEHTAPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHUS1 MUKPOOOB 1
nepeKkpecTHOro 3arpsi3HEHNS U MaKCUMarbHO NOBbLICUT 3MEKTUBHOCTb U LONTOBEYHOCTb
WHBEHTaps.

PekomeHaoBaHHasa Temnepatypa cTepunusauum (astToknaesupoBanus): 121 °C

Mo 3anpocy ynofIHOMOYEHHbIX OpraHOB Mbl MPEAOCTaBMM TPEOYIOLLYIOCS apXUBHYIO
WHdoOpMaumio.

Komnanusa Vikan A/S 3apeructpvpoBaHa YnpasneHun [JaHnm no BeTepuHapum u
npogyktam nutanus (DVFA)m Hawa cobcTBeHHas Cuctema KOHTPONst MHCNEKTUpPyeTCs
DVFA.

02.02.2019
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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