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MpoussopuTennb

HanMeHoBaHuWe ToBapa

MpoaykT

[MnacTtukoBbIM MaTepuan

Kpacsawmin koHueHTpaTt

CootBeTcTBUE TPpeGOBaHUAM
EC

PernameHT (EK) Ne 1935/2004

AP(89)1

PernameHT (EK) Ne 2023/2006

PernameHT (EK) Ne 10/2011

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

Vikan A/S
CVR. 23456789

deknapauus cooTBeTCTBUA

Vikan A/S
Raevevej 1
DK-7800 Skive
(+45) 96 14 26 00

Ckpebok-nonata rnbkui, 220 MM, CUHUIA LUBET

70133

MonuatuneH, 98%

CunHun, 2%

B cootBeTcTBUM ¢ nocTaHoBneHnem kommuccum EC Ne 1935/2004 cratbm 3, 11(5), 15n 17
NPOAYKT NpefHasHayeH aAnga KOHTaKTa ¢ NuLeBbIMK NpoaykTtamu. MpoaykT unm ero
ynakoBKka NpoOMapKMpoBaHbl pernbedHbIM 3HAKOM "proMKa 1 Bunka".

Sl
Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBETCTBYHOT pesonounn AP 89 (1)

MpooykT npousseneH B cooTBeTcTBMM C pernameHTom Komuccun EC Ne 2023/2006 ot 22
nekabpsa 2006 o Hagnexalen npon3BoaCTBEHHOW NPaKTUKe MaTepuarnos,
npegHa3HayYeHHbIX A8 KOHTaKTa ¢ npogyktamu nutanmns (GMP).

MoHomepbl 1 cneuuansHele 4obaBkW, UCNONb30BaHHbIE NPW MPOM3BOACTBE NPOAYKTa
nepeyvcneHbl B Mpunoxennn | Permamernta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 o NnacTMKOBbIX MaTepuanax, npegHasHa4YeHHbIX s KOHTakTa ¢ npogykramu
nuTaHusa. YuteHbl Tekywime nonpasku (EC) 2020/1245.

Mcnonb3oBaHbl MOHOMEpPbI W/unu obaeku ¢ npegenom yaensHon murpauum (MYM). Mpu
cobnogeHnn ycrnoBuii UCMoNb3oBaHUs, BelllecTBa ¢ onpeaenenHbiM [MYM He moryT
nonacTb B MPOAYKT B KONnyecTse, npesbiwatoem MYM. Mo 3anpocy BO3MOXHO
KOH(MAeHUManLHoe NpegocTaBneHne akTyanbHoOM MHAOpMaLmMm O AaHHbIX BELLeCTBax.

Vikan A/S He npyMeHseT MHOIOCIOVHbIE MaTepuarnbl ¢ PYHKUNOHANbHbIM 6apbepomMm.

Matepvan cneumnansHO coaepXnT obaeku "OBOMHOIO HasHavyeHus", nonagaroLime nog
OrPaHUYEHNS U KPUTEPUM YUCTOTBI, MONajatoLLme nof HopMaTmBHbIe akTbl (EC)
1333/2008 n (EC) 1334/2008. INo 3anpocy Mbl rOTOBbI KOHOUAEHUMNANBHO NPEAOCTaBUTb
MHopMaLNIO O AaHHbIX BELLECTBaX.
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CootBetcTBue FDA CLUA

CoorBeTCTBYET HOpMaTUBam
Benuko6putaHumn

AHanus nnacTvkoB Ha
Murpaumio

MakcumanbHoe OTHOLLEeHne
NMOBEPXHOCTU, KOHTAKTUPYIOLLIEN
C NpoAyKTamun NUTaHns, K
obbemy

TUnbl KOHTAKTOB C
npoayKTaMu NUTaHus

Bpems 1 TemnepaTtypa
MCMOMb30BaHMUA MPU KOHTaKTe
C NpoayKTaMu NUTaHus

Vikan A/S
CVR. 23456789

Reaevevej 1
DK-7800 Skive

Bce cbipbeBble MaTepuvarns! AN 4aHHOTO NpogdykTa oTBevatoT TpeboBaHuam ctaten 170-
199 Pasgena 21 Ceoaa deaepanbHbix npasun FDA (YnpaBneHus no caHUTapHomy
Haf30py 3a Ka4yeCTBOM NuLEeBbIX NpodykToB 1 nekapcts CLUA).

Monumepsbl 1 [obaBkn COOTBETCTBYIOT TpeboBaHusM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. [lJo6aBku paspelueHbl ctatben 178 Pasgena 21
FDA (Henpsmble nuweBble fo6aBku), B Lenom npuaHatotca 6esonacHbiMm (GRAS),
paspeLleHbl Kak MULLEBbIE MHIPEOVEHTbI NN pa3peLleHbl HA OCHOBaHUK NpaBun Ans
nuweBbIX 4o6aBok NpUHATLIX 4o 1958 roga.

MurmeHTHbI KpacsLwero KoHUeHTpaTta gonyckatotcsa B nyHkte CFR 178.3297 "Kpacutenu
ansa nonumepos" Pasgena 21 Ceoga FDA.

Toeap cootBeTcTBYeT PernameHTty 2019 Ne 704 (MonpaBka) (B CBA3K C BbIXOAOM
BenukobputaHum n3 EC) o BelecTBax 1 matepranax, KOHTaKTUPYHOLLMX C MULLEBON
npoayKunen.

O6pa3ubl NPOAYKTOB UMM NMOXOXWNX NPOAYKTOB, NPOU3BEAEHHbIX U3 TOTO e nnacTvka
TECTMpOBanuChb Ha OOLLYI0 MUTPaLMI0 B COOTBETCTBMU C YCIIOBUSIMU TECTUPOBAHWS,
nponucanHbiMu B (EC) 10/2011. Nagenve yknageiBaetcsa B npegen obuwen murpaumm 10
mr/gm2 unm 60 mr/kr.

Ycnosusa TecTnpoBaHusa Ha obyto murpaumio - OM2 (10 gHewn npu 40 °C)

B kayecTBe MMUTaTOPOB MULLEBbLIX MPOAYKTOB AN MPOBEPKN 06LLen murpauum
ucnonb3oBanunck 10%-HbiMi aTaHon (MmuTaTop A), 3%-Hasa ykcycHasa kucrota (ummutaTop
B) n onuekoBoe macno (Mmutatop [2).

CooTBeTCcTBUE Npeaeny yaenbHON MUrpaLumn 1 pyrum orpaHuYeHnsiM NoaTBEPXKAEHO
Tectamu, pacHeTammn n UMUTaLmEN.

Ycnosusa TecTMpoBaHus Ha yaenbHyto murpauuio - 30 muHyT npun 70 °C

2,0 am3/100 mn

Mpwu cobntogeHnn HeoBXOAUMBIX YCMOBUIA U NPeaBUAMMbIX OBCTOATENBCTBAX NPOAYKT
NOAXOANT ANS KOHTaKTa co criedylowyMmy Tunamy npoaykToB NUTaHUS:

BoaHbin
KncnoTtHbin
CnupToBon

YKvipHbIn

NHNNAMNN

Cyxon

JliobGble ycnoBusi KOHTakTa ¢ npodyktamu npu Temnepatype go 70 °C B TeyeHue 30
MUHYT.
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TemnepaTypa ncnonb3oBaHUA
6e3 KOHTaKTa ¢ npoaykramum
nnTaHunsa

O6Lee

Data

MpounssegeHo

Vikan A/S
CVR. 23456789

MuHumansHasa Temnepartypa:
MakcumaneHas Temnepatypa: 80 °C

Mepen Mcnonb3oBaHNEM MHBEHTapb LOJMKEH OUYULLATLCS, AE3MHPULMPOBATLCS U
CTEPWUNM30BaTLCS, KaK TOro TpebyeT ero HasHayeHue.

Takke BaXHO NpaBUITIbHO OYMLLATb, AE3VHMMLMPOBATL U CTEPUNU30BaTb 0GOPYAOBaHME
nocne MCronb30BaHus, NPUMEHSIS NMOAXOASILLME MOKLLEE CPefCcTBO, TeMMepaTypbl 1
Bpemsi.

MpaBunbHOE OYMLLEHNE MHBEHTaPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHUSI MUKPOGOB 1
NepeKpeCcTHOro 3arpsi3HEHNs U1 MakCMarbHO NOBLICUT 3hEKTUBHOCTL U [ONTOBEYHOCTb
WHBEHTapS.

PekomeHaoBaHHasa TeMmneparypa ctepunmsauum (aBToknaesupoBanms): 121 °C

Mo 3anpocy ynornHOMOY€EHHbIX OPraHoB Mbl NPeaoCTaBMM TPEDYIOLLYIOCS apXMBHYHO
NHOopMaLMIo.

Komnanusa Vikan A/S 3apeructpmpoBaHa YnpasnexHun JaHum no BeTepuHapuu u
npogyktam nutanmsa (DVFA)M Hawa cobcTBeHHas CructemMa KOHTPOnsi MHCNEKTUpyeTcs
DVFA.
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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