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MonunponuneH c meTannogeTekTupyemomn gobaskown

B cooTtBeTCcTBUM € NnocTaHoBNeHnem kommccumn EC Ne 1935/2004 ctaTeun 3, 11(5), 15n 17
NPOAyKT NpefHa3HauYeH Ans KOHTakTa ¢ nuweBbIMKU npodykTamu. MpoaykT unum ero
yrnakoBKka NpPOMapKMpOBaHbl pernbedHbIM 3HAaKOM "proMKa v Bunka".

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

aekabpsa 2006 o Hagnexawen npon3BoaCcTBEHHOW 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. YuTteHsl Tekylme nonpasku (EC) 2019/37.

Mcnonb3oBaHbl MOHOMEpPBI n/unn gobaekv ¢ npegenom yaensHon murpauuu (MYM). MNpu
cobniogeHnn yCnoB1in NCMonb3oBaHus, BeLLecTBa ¢ onpeaeneHHsiM [MYM He moryT
nonacTb B MPOAYKT B Konn4yecTse, npesbiwatowiem MYM. No 3anpocy BO3MOXHO
KOHMVAeHUManeHoe NpeaocTaBerHne akTyanbHON MHAPOPMaLnM O AaHHbIX BELLECTBaXx.

Vikan A/S He npyMeHsieT MHOrOCNoNHbIE MaTepuarnsl ¢ YHKLMOHaNbHbIM GapbepomMm.

MaTtepuan He coaepxuT fobaBku "OBOMHOIO Ha3HavyeHus".

Bce cbipbeBble MaTepuanbl Ans AaHHOro NpoAykTa oTBevaroT TpeboBaHusam ctaten 170-
199 Pasgena 21 Ceopa henepanbHbix npasun FDA (YnpaBneHusi no caHTapHOMY
HaZ30py 3a KA4YEeCTBOM MULLEBLIX NPOAYKTOB 1 nekapcts CLUA).

Monumepsbl 1 gobaBkn COOTBETCTBYIOT TpeboBaHuaM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Paspnena 21 FDA. [lo6aBku pa3pelueHbl ctateen 178 Pasgena 21
FDA (Henpsimble nuweBble gobasku), B uenom npuaHatotcs 6esonacHeimu (GRAS),
paspeLleHbl Kak MULLIEBbIE MHIPEAMEHThI UMK pa3peLLeHbl Ha OCHOBaHWM NpaBun ansg
nueBbix 4o6aBoK NpuHATLIX Ao 1958 roaa.
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AHanus nnacTMkoB Ha O6pasLbl NPOAYKTOB UMM MOXOXUX NPOAYKTOB, NPOU3BEAEHHbIX U3 TOrO XXe nnacTuka

Murpauumio TecTMpoBanucb Ha obLLyI0 MUrpaLmio B COOTBETCTBUM C YCMOBUAMU TECTUPOBAHUS,
nponucanHbivy B (EC) 10/2011. Uspgenue yknageiBaeTca B npegen obuwen murpaumm 10
Mr/am? nnmn 60 mr/kr.

YcnoBusl Tecta Ha obLLyto 1 yaenbHy Murpaumio B TedeHne 5 myuHyT npm 100 °C ¢
nocnegytowmm cogepxanvem npu 40 °C B TeyeHne 8 yacos

B kayecTBe MMUTATOPOB NULLEBLIX MPOAYKTOB AN IPOBEPKM 06LLEen Murpaumm
ucnonbs3oBanucb 50%-HbiMii aTaHon (umutatop O1), 3%-Has ykcycHas kucnoTta
(vmutaTop B) n onmekosoe Macrno (umutatop [2).

CooTtBeTcTBME npegeny yoenbHoOn Murpauumn u gpyrum orpaHudeHnam noarsepxaeHo
Tectamu, pacyeTamu U UMMTaLmen.

Tunbl KOHTaAKTOB C Mpu cobniogeHnn HeobxoaNMbIX YCrOBUIA U NpeaBMANMbIX 06CTOATENBCTBAaX NPOAYKT
npoaykTamu NnUTaHuA NOAXoauT AN KOHTaKTa Co criedylowmnmy Tunamm NpoAyKTOB NUTaHWSA:

BoaHbin
KncnoTHbin
CnupTtoBson

KnpHbin

NEANNNEN

Cyxon

Bpems u temnepartypa JTioGble ycnoBusi KOHTakTa ¢ npogyktammn npu Temnepatype go 100 °C
MCNofib30BaHUA NPU KOHTaKTe
C npoAyKTamMu NUTaHUA

Temnepartypa ucnonb3oBaHua MuHuManbHas TemnepaTtypa: -20 °C

6e3 KOHTaKTa C NpoAyKTaMu MakcumanbHas Temnepatypa: 100 °C

nUTaHmsA
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Oo6Lee

Oata

MpouseeneHo

Vikan A/S
CVR. 23456789

Mepen MCNONb30BaHMEM MHBEHTAPb AOSHKEH OYMLLATLCA, AE3UHDULMPOBATLCSA 1
CTepunn3oBaThCs, Kak Toro TpebyeT ero HasHayeHue.

Takke BaXXHO NpaBuUMbHO OYULLATL, Ae3NHULMPOBATL U CTEpUNn3oBaTh 0b6opyaoBaHue
nocrne MCrnonb30BaHusi, NIPUMEHSS NOAXOASLLME MOtoLLee CpeCTBO, TemMnepaTypbl U
BpeMS.

MpaBunbHOE OYMLLEHNE MHBEHTApPsi CBEAET K MUHUMYMY PUCK PAa3MHOXEHUS MUKPOGOB 1
NEePEKPECTHOro 3arpsi3HEHNST U MaKCUMarbHO MOBbLICUT 3(PEKTUBHOCTb U AONTOBEYHOCTb
WHBEHTaps.

PekomeHpoBaHHas TemnepaTypa ctepunusauuy (aBtoknasuposanus): 121 °C

Mo 3anpocy ynornHOMOYEHHbIX OPraHoB Mbl NPeAOCTaBUM TPeOYIOLLYIOCS apXMBHYHO
MHOopMaLMIo.

KomnaHus Vikan A/S 3apernctpupoBaHa YnpasneHum [JaHum no BeTepuHapum n
npogyktam nutanus (DVFA)M Hawa cobctBeHHas Cuctema KOHTPOnst MHCNEKTUpyeTcs
DVFA.
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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