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Jeknapauuns COoTBeTCTBUA
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(+45) 96 14 26 00

HauMeHOBaHue ToBapa Habop ansa kanubpoBkn MmeTannogeTekTopa, 55 MM, CMHUIA LUBET
Mpoaykt 11113
Dl
MnacTukoBbIN MaTepuan MonunponuneH ¢ 4o6aBKoK, BbIABASEMON PEHTTEHOM U METanI04eTeKTOpoM

CooTBeTcTBME TpeboBaHUAM
EC

PernameHTt (EK) Ne 1935/2004 B cooteTcTBMM € nocTaHosneHnem komuccmmn 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
AP(89)1 Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CoOoTBETCTBYIOT pesontouun AP 89 (1)

PernamenTt (EK) Ne 2023/2006 MpoaykT npon3sBedeH B cooTBeTCTBUM C pernameHTom Komumccun EC Ne 2023/2006 ot 22
aekabpsa 2006 o Hagnexalen nponsBoaCTBEHHOM NPakTUKe MaTepuarnos,
npegHa3HavYeHHbIX ANS KOHTaKTa ¢ npoayktamu nutaHus (GMP).

PernamenTt (EK) Ne 10/2011 MoHomepsbl 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 nonpaeku (EC) 2020/1245.

Wcnonb3oBaHbl MOHOMEpBI W/unu fobasku ¢ npegenom yaensHown murpauun (MYM). Mpu
cobnogeHn ycnoBuii UCNonb3oBaHKUs, BELLECTBA ¢ onpeaeneHHbiv MYM He moryT
nonacTtb B NPOAYKT B KOnu4yecTee, npessbiwatowem MYM. o 3anpocy BO3MOXHO
KOHUaeHUManbHoe NpefocTaBneHne akTyanbHon MHopmaLmm o aHHbIX BELLECTBaX.

Vikan A/S He NpUMeHsIET MHOTOCINOWHbIE MaTepuarnbl ¢ YHKLMOHaNbHbIM 6apbepom.

PernamenTbl (EK) Ne 1333/2008 Marepuan He cogepXut AobaBku "OBOMHOrO Ha3HayeHus".
n (EK) Ne 1334/2008

Vikan A/S Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
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CootBetctBue FDA CLUA

CoorBeTCTBYET HOpMaTUBam
Benunko6putaHumn

AHanus nnacTukKoB Ha
Murpauumio

MakcumanbHoe oTHoLlEeHne
NOBEPXHOCTU, KOHTAKTMPYHOLLEN
C MpoAyKTaMun NUTaHUs, K
o6bemy

TWNbl KOHTAKTOB C
npoaykTaMmu nuTaHusa

Bpems 1 TeMnepartypa
MCMONb30BaHMUs NPU KOHTaKTe
C npoAayKTaMu NUTaHus

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.

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

MurmeHThl KpacaLero KoHUeHTpaTa gonyckatotcsa B nyHkTe CFR 178.3297 "Kpacutenn
ansa nonuvepos” Pasagena 21 Ceoga FDA.

Tosap cootBeTcTByeT PernameHTy 2019 Ne 704 (Monpaska) (B CBA3U C BbIXOAOM
Benukobputanum ns EC) o Bewectsax n matepmnanax, KOHTaKTUPYOLLMX C MULLEBON
NpoAyKUnen.

O6pa3subl NPOAYKTOB MITM NMOXOXMX NMPOAYKTOB, NPOM3BEAEHHBLIX U3 TOrO Xe NnacTuka
TECTMPOBANUCb Ha OOLLYI0 MUrpaLuio B COOTBETCTBUM C YCITOBUSIMU TECTUPOBAHUS,
nponucanHbivm B (EC) 10/2011. Nagenve yknagpiBaetcs B npegen obwen murpaumm 10
mr/gm? unun 60 mr/kr.

Ycnosusa Tecta Ha 06LLyto 1 yaensHyo murpauuio B TedeHne - OM2 (10 gHer npm 40 °C)

CooTBeTCTBME Npeaeny yaenbHoW MUrpauum U Apyrum orpaHU4eHsM NoATBEPXKAEHO
TecTamu, pacyeTamu 1 UMUTaLmen.

B kayecTBe MMUTATOPOB NWLLEBbLIX NPOAYKTOB AN NPOBEpKu obLLen Murpaumm
ucnonb3oBanuce 10%-HbimiA aTaHon (nmutatop A), 3%-Has ykcycHas kucnota (Mmutartop
B) n onuekoBoe macno (umutartop [2).

OTHOLUEeHNe NroLaamn NOBEPXHOCTU, KOHTAKTUPYHOLLEW C MPOAYKTAMMU MUTaHUSA K 06bemy,
B3STOMY Ha aHanu3 Ans NPOBEPKM COOTBETCTBUS NPOAYKTA:

1.1 dm#100 ml

Mpn cobnoaeHn HeobxoaMMbIX YCNoBUiA N NpeaBnanMbIX 0BCTOATENLCTBAX NPOAYKT
NoAXoauT ANs KOHTaKTa co CNeayloLwmMMmn TunaMm NnpoayKkToB NMTaHUs:

BogHbin
KncnoTtHbin
CnupToBon

YKnpHbin

NNNNN

Cyxow

Jltobble ycnoBus ANUTENBHOMO XpaHEHWUsI MPY KOMHATHOW TemnepaType 1 Huxe,
BKIHOYatoLLme HarpeBaHue Bnnotb Ao 70 °C go 2 yacos nnu o 100 °C go 15 MUHyT.
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TemnepaTtypa ucnonb3osaHuss MuHuManbHasi Temneparypa: -20 °C

6e3 KOHTaKTa c NnpoAyKTamu MakcumanbHas Temnepatypa: 100 °C
nUTaHuA
O6uwee Mepen ncnonb3oBaHNEM UHBEHTapb AOMKEH O4MLLaTbCS, Ae3MHULMPOBATLCS U

CTepunn3oBaTbC4d, Kak TOro Tpe6yeT €ro HasHa4yeHwue.

Taioke BaXKHO NpaBuIbHO o4YMLLaTb, Ae3nHPMLMPOBaTL 1 CTepMnM3oBaTb 06opyaoBaHne
rnocne 1crnonb30BaHus, NPUMEHSS NOAXOAsLLME MOKOLLIee CpedcTBO, TeMnepaTyphbl U
BpeMS.

[MpaBunbHOE OYULLIEHNE NHBEHTAPS CBEOET K MWHUMYMY PUCK Pa3MHOXEHUA MVIKpO6OB n
NepeKpPeCTHOro 3arpa3HEHMS U MakCMMasnbHO NOBLICUT 3MEKTUBHOCTL U JOSNTOBEYHOCTb
MHBEHTapA4.

PekomeHaoBaHHas Temnepartypa ctepunm3auun (asToknasunposanus): 121 °C

Mo 3anpocy yNnonMHOMOYEHHbIX OPraHOB Mbl MPEAOCTaBUM TPEDYHOLLYIOCH apXMBHYIO
MHopMaLmIo.

KomnaHus Vikan A/S 3apernctpmpoBaHa YnpaeneHuu [JaHum no BeTepuHapun un
npoayktam nutanus (DVFA)M Halwa cobcTBeHHas CucteMa KOHTPOMst MHCNEKTUPYETCS
DVFA.

Dara 29.06.2021

MponsseneHo SA(‘N*’ ). , B‘\S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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