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MonunponuneH
Monuamng (HennoH)

CuHun, 2%

B cootBeTcTBMM € nocTaHoBneHnem komuccmmn EC Ne 1935/2004 ctatem 3, 11(5), 15mn 17
NpoAyKT NpeaHa3HayeH Ans KOHTaKTa ¢ nuweBbiMy npogyktamu. MpoaykT nnu ero
ynakoBka npoMapKupoBaHbl pefnibedHbIM 3HaKOM "promka 1 Bunka".

W1
Bce kpacuTtenu kpacsuiero KoHUeHTpaTa CoOOTBETCTBYHOT pesonitouun AP 89 (1)

MpoaykT nponsseaneH B cootTBeTcTBMU C pernameHTom Komuccun EC Ne 2023/2006 ot 22
aekabpsa 2006 o Hagnexalen nponsBoacTBEHHOM NPakTUKE MaTepuarnos,
npegHa3HavYeHHbIX ANs KOHTaKTa ¢ npoayktamu nutanuns (GMP).

MoHomepbl 1 cneumnanbHble 406aBKW, NCNONb30BaHHbIE NPY NMPOV3BOACTBE NPOAYKTa
nepeuncnexsl B MNpunoxennn | Pernamenta Komuccun (EC) Ne10/2011 ot 14 sHBaps
2011 0 NnacTMKOBbIX MaTepuanax, NpeaHasHavYeHHbIX 4ns KOHTakTa ¢ NpoayKramu
nuTaHua. YuTeHbl Tekywime nonpasku (EC) 2020/1245.

Wcnonb3oBaHbl MOHOMEpbI W/unu fobasku ¢ npegenom yaensHown Murpauun (MYM). Mpu
cobnogeHn ycnoBuii UCNonb3oBaHuUsl, BELLECTBA ¢ onpeaeneHHbiM MYM He moryT
nonacTtb B NPOAYKT B KonunyecTtse, npesbiwatowem MYM. o 3anpocy BO3MOXHO
KOH(UaeHUManbHoe NpefoCcTaBneHne akTyanbHon MHopMaLmm 0 aHHbIX BELLECTBaX.

Vikan A/S He NpUMeHSIET MHOIOCIOMHbIE MaTepuarbl ¢ YHKLMOHaNbHbIM 6apbepom.

Matepuan cneumanbHO cogepXnTt 4obaBku "ABOMHOIO Ha3HadeHus", nonagaroLime nog
OrpaHNYEeHNs N KpUTEPUM YMCTOThI, MONagatLme nog HopmaTtueHble akTbl (EC)
1333/2008 n (EC) 1334/2008. Mo 3anpocy Mbl rOTOBbI KOHUAEHLMANBHO NPEAOCTaBUTb
MHopMaUUo O AaHHbIX BELLEeCTBaX.
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CootBetctBue FDA CLUA

CooTBeTCTBYeT HOpMaTuBam
Benuko6putaHumn

AHanus nnacTMkKoB Ha
Murpauuro

MakcumanbHoe OTHOLLEeHue
NMOBEPXHOCTU, KOHTAKTMPYHOLLEN
C NpogyKTamu NUTaHus, K
o6bemy

TUnbl KOHTAKTOB C
npoAayKTaMu nuTaHusa

Bpems 1 Temnepartypa
MCNoNbL30BaHUA NPU KOHTaKTe
C NpoAyKTamMu NUTaHus

TemnepaTtypa ucnonb3oBaHusA
6e3 KOHTaKTa ¢ npoAyKTammn
nuMTaHUA

Bce cbipbeBble MmaTepuransl AnA AaHHOTO NpoAdyKTa oTBevatoT TpeboBaHuam craten 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.

Tosap cootBeTcTBYeT PernameHTy 2019 Ne 704 (Monpaeka) (B CBSA3U C BbIXOAOM
BenukobputaHum ns EC) o Bewwectsax n matepmnanax, KOHTaKTUPYOLUMX C MULLEBOWN
npoayKuunen.

O6pasupbl NPOAYKTOB UMM NOXOXUX MPOAYKTOB, NPOU3BEAEHHBIX 13 TOrO e MracTuka
TecTUpoBanuch Ha obLLyH MUrpaLmio B COOTBETCTBMM C YCIIOBUSIMU TECTUPOBAHWS,
nponucanHbivm B (EC) 10/2011. Nagenve yknagpiBaetcs B npegen obwei murpaumm 10
mMr/am? nnm 60 mr/kr.

Ycnosusa TecTMpoBaHua Ha obuyto murpaguto - OMO (30 muHyT npum 40 °C)
B kayecTBe MMUTATOPOB NWLLEBbLIX NPOAYKTOB AN NPOBEPKV obLLen Murpaumm
ucnonb3osanuce 10%-Hbimii aTaHon (umutatop A), 3%-Has ykcycHas kucnoTa (Mmutartop

B) n onnekoBoe macno (nmutatop [2).

CooTBeTCTBME Npeaeny yaenbHOW MUrpauum 1 Apyrum orpaHU4eHsM NoaTBEPXKAEHO
TecTtamu, pacyeTamu 1 uMuTaumen.

OTHOLUEHNE NnoLaamn NOBEPXHOCTU, KOHTAKTUPYHOLLEW C MPOAYKTAMMU MUTaHUS K 06bemy,
B3SITOMY Ha aHanu3 Ansi NPOBEPKN COOTBETCTBUSA NPOAYKTA!

2,1 am3/100 mn

Mpw cobntogeHnn HeobXxoanMbIX YCIOBUIA U NPeABUANMBIX OBCTOSTENLCTBAX NPOAYKT
NOAXOAUT ANS KOHTaKTa co criegyowmymMmn Tunamm npoaykToB NUTaHWS:

BoaHbin
KncnoTHbin
CnupToBon
YKupHbI

Cyxon

NNNANN

JTto6ble ycnoBusi KOHTakTa ¢ npogyktamu npu temnepatype o 40 °C TteveHue 30
MWHYT.

MwuHumanbHas Temneparypa: 0 °C
MakcumaneHas Temnepatypa: 80 °C
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OGuwee Mepea Ucnonb3oBaHNeM MHBEHTaPb AOMKEH OUYMLLATLCS, Ae3MHMULMPOBATLCH U
CTepunn3oBaTbCs, kak Toro TpebyeT ero HasHayeHue.

Takke BaXKHO NPaBUIbHO OYMLLATb, Ae3nHUUMPoBaThL U cTepunm3oBaTb 0bopyaoBaHne
nocre 1crnosb30BaHusi, NPUMEHSS NOAXOASLME MOOLLEee CPEeACTBO, TeMNepaTyphbl 1
BpeEMSI.

MpaBunbHOE OYULLEHNE NHBEHTAPS CBEOET K MUHUMYMY PUCK Pa3MHOXEHUS MVIKpO6OB n
NepeKkpecTHOro 3arpa3HeEHMs U MakCMMasnbHO NOBLICUT 3MEKTUBHOCTL U JOSNTOBEYHOCTb
MHBEHTapA4.

PekomeHaoBaHHas Temnepartypa ctepunmaauum (asToknasunposaHus): 121 °C

Mo 3anpocy ynornHOMOYeHHbIX OpraHoB Mbl MpeaocTaBum TpebyoLLyoCs apXMBHYHO
UHdOpMaumio.

KomnaHnus Vikan A/S 3apernctpupoBaHa YnpaeneHuu [JaHuv no BeTepuHapumn n
npogyktam nutanms (DVFA)M Halwa cobcTBeHHas CucteMa KOHTPOMst MHCMEKTUPYETCS
DVFA.

DaTta 21.05.2021

MponsseneHo SA(‘N*’ ). , B‘\S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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