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Jeknapauuns COoTBeTCTBUA

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

PyyHas wetka UST (Ynbrpa MrueHnyHas TexHonorus), 330 MM, cpegHuin Bopc, CUHUIA
uBeT

45853

MonunponuneH co cteknonnacTukom, 98%
CwuHuia, 2%

MonunbyTtunentepedtanat (MBT)

B cootBeTcTBMM € nocTaHosneHnem komuccmumn EC Ne 1935/2004 ctaten 3, 11(5), 15mn 17
NPOAYKT NpeAHa3HayeH Ans KOHTakTa ¢ NuLLeBbIMM NpogykTamu. MNpoaykT unu ero
yrnakoBka MpoMapKnpoBaHbl pernibeHbIM 3HaKOM "promMKa 1 Bunka".

5l
Bce kpacuTtenu kpacsuiero KoHUeHTpaTa CooTBETCTBYIOT pesoniouun AP 89 (1)

MpoaykT nponsseaeH B cootTBeTCTBMU C pernameHTom Komuceun EC Ne 2023/2006 ot 22
aekabpsa 2006 o Hagnexalen nponsBoaCcTBEHHOM NPakTUKe MaTepuarnos,
npegHa3HaYeHHbIX ANs KOHTaKTa ¢ npoayktamu nutanuns (GMP).

MoHomepbl 1 cneumnanbHble 406aBKK, NCMOMNb30BaHHbLIE NPY NPOU3BOACTBE NPOAYKTa
nepeuncnexsl B [MNpunoxennn | Pernamernta Komuccun (EC) Ne10/2011 ot 14 sHBaps
2011 o nnacTnKoBbIX MaTepuanax, npeAHa3Ha4YeHHbIX ANA KOHTaKTa ¢ NpogyKTamum
nuTaHus. YuteHbl Tekywme nonpasku (EC) 2020/1245.

Wcnonb3oBaHbl MOHOMEpbI W/unu fobasku ¢ npegenom yaensHown murpauun (MYM). Mpu
cobnogeHn ycnoBuii UCNonb3oBaHKUs!, BELLECTBA ¢ onpeaeneHHbiM MYM He moryT
nonacTtb B NPOAYKT B Konunyectse, npesbiwatowem [MYM. o 3anpocy BO3MOXHO
KOH(UAeHUManbHoe NpefocTaBneHne akTyanbHon nHopmaumm o aHHbIX BELLECTBaX.

Vikan A/S He NpUMeHSIET MHOIOCINONHbIE MaTepuarnbl ¢ PYHKLMOHaNbHbIM 6apbepom.

Matepunan cneumansHO cogepXnTt 4obaBku "ABOMHOIO Ha3HadeHus", nonagaroLime nog
OrpaHNYEHUsI U KpUTEPUM YMCTOThI, NONagarLue nog HopMmaTtmeHble akTbl (EC)
1333/2008 n (EC) 1334/2008. Mo 3anpocy Mbl rOTOBbI KOHWAEHLMANBHO NPEAOCTaBUTb
MHJOPMaLMIO O AaHHbIX BelllecTBax.
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CootBeTtcTBUue FDA CLLUA Bce cbipbeBbie MaTepuarnbl 45 4aHHOrO NpodyKTa oTBeyatoT TpeboBaHusam ctaten 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.

MonunponuneH oteBevaeT TpeboBaHusAM nyHkTa CFR 177.1520 "MNonvoneduHbl”
Paspena 21 Csoga FDA.

Bopc 13 nonnbytuneHTepedtanarta coorBeTcTByeT HopmaTtusy 177.1660 «[Monu
(TeTpameTuneH)tepedtanar» CBoaa deaepanbHbIX NpaBsun YnpaeneHus no
CaHMTapHOMY HaA30py 3a KaYeCTBOM MULLEBLIX NMPOAYKTOB U MeankameHToB CLLA.

MUrMeHTbI KpacsiLero KoHUeHTpaTta gonyckatotcs B nyHkTe CFR 178.3297 "Kpacutenu
ans nonuvepos" Pasagena 21 Ceoga FDA.

CooTBeTCTBYEeT HOpMaTuBam Tosap cootBeTcTBYeT PernameHTy 2019 Ne 704 (Monpaeska) (B CBSA3U C BbIXOAOM

Benunkob6putaHumn Benukobputaruu n3 EC) o BelecTBax 1 Matepmanax, KOHTaKTUPYHOLLMX C NULLEBON
npoayKumnen.

AHanus nnacTukoB Ha O6pasLpbl NPOAYKTOB UMM NOXOXUX MPOAYKTOB, NPOU3BEAEHHbIX U3 TOrO e MracTuka

Murpauuio TeCTMPOBanNuUCb Ha obLLYy0 MUrpaLuio B COOTBETCTBUN C YCIOBUSAMUN TECTUPOBaHUS,

nponucanHbivm B (EC) 10/2011. Napenuve yknageiBaetcsa B npegen obwen murpaumm 10
Mr/am? nnm 60 mr/Kr.

B kavecTBe MMUTaTOPOB MULLEBbLIX NPOAYKTOB AJ1s1 NPOBEPKN 0BLLEr MUrpaLmm
ucnonb3sosanuce 10%-HeimMiA aTaHon (nmutatop A), 3%-Has ykcycHas kucnota (Mmutartop
B) n onnekoBoe macno (nmutatop [2).

YcnoBusi TecTMpoBaHusl Ha obyto murpaumto - OM2 (10 gHeri npu 40 °C)

CooTBeTCTBME Npeaeny yaenbHOW MUrpauum U Apyrum orpaHU4eHnsM NoATBEPXKAEHO
Tectamu, pacyeTamu 1 UMuTaumen.

YcnoBust TECTUPOBaHNSA Ha yaenbHy murpaumio - 30 muHyT npum 80 °C
MakcrMmanbHoe oTHoLLeHne OTHOLLEeHWe NoLwaamn NoBEPXHOCTU, KOHTaKTUPYHOLLEN C MPOAYKTaMU MUTaHMSA K obbemy,

NOBEPXHOCTH, KOHTaKTI/IpyIOLLI,eIZ B3ATOMY Ha aHanu3 Onda npoBepkn COOTBETCTBUA NPOAYKTA:
C NpoAayKTamMu NnTaHu4, K

obbemy 2,1 om*/100 mn
TuUnbl KOHTAKTOB C Mpwn cobntogeHnn HeobXxoanMbIX YCIOBUIA U NPeaBUAUMBIX OGCTOSTENLCTBAX NPOAYKT
npoAayKTamMu nuTaHusA noaxoauT AN KOHTaKTa Co CreaylowyMn TMNnamMy NpoayKToOB NUTaHUS:

M BogHbin

[v] KucnotHeii

[v] CnupToson

[v] XvpHbiii
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[v] Cyxon

Bpems n temnepartypa JTio6Gble ycnoBusi KOHTakTa ¢ npodyktamu npu Temneparype Ao 80 °C B teveHume 30
MUCNONb30BaHUSA NPU KOHTAKTe  MUHYT.
C npoAyKTamMu NUTaHUA

TemnepaTtypa ucnonb3osaHusa  MuHuManbHas Temneparypa: -20 °C

6e3 KOHTaKTa c NnpoAyKTaMmu MakcumanbHas Temnepatypa: 80 °C
nUTaHusA
O6uwee Mepen ncnonb3oBaHNEM UHBEHTApb AOIMKEH OYMLLaTbCH, Ae3MHULMPOBATLCS U

cTepunmn3oBaTbC4d, Kak TOro Tpe6yeT €ro HasHa4yeHue.

Takke BaXHO NpaBuIIbHO OYMLLATE, Ae3NHDULMPOBATL U CTEPUNU30BaTb 060pyLOBaHME
nocre MCcrnonb30oBaHNs, NMPUMEHSISI NMOAXOASILLME MOIOLLee CPeACTBO, TEMMNepaTypbl 1
BpEMSI.

MpaBunbHOE OYULLEHNE MHBEHTaPSI CBEAET K MUHUMYMY PUCK Pa3MHOXEHUS MUKPOGOB 1
NepeKkpecTHOro 3arpsi3HEHNs1 U MaKCUMarbHO NOBLICUT 3(MEKTUBHOCTbL U AONTOBEYHOCTD
WHBEHTaps.

PekomeHaoBaHHasi Temnepatypa crepunusauum (asToknasmposanus): 121 °C

Mo 3anpocy ynonHOMOYEHHbIX OPraHoB Mbl MPeOCTaBUM TPEOYIOLLYIOCS apXUBHYIO
UHdopMaumio.

Komnanusa Vikan A/S 3apernctpupoBaHa YnpasneHuv [JaHum no BeTepuHapum u
npogyktam nutanna (DVFA)M Hawa cobecTBeHHas Cuctema KOHTPONS MHCMEKTUpYeTCs
DVFA.

Oarta 07.04.2021

MNponsseneHo SA(‘M’ ). . B‘\S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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