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Monunponunex
TepmoanacTtonnact (T3M)

CuHnin, 2%

Xvmnyecknii neHoobpasytowmn areHT, 1%

B cooTtBeTcTBUM € NnocTaHoBNeHnem kommccnumn EC Ne 1935/2004 ctaten 3, 11(5), 15n 17
NPOAYKT NpeAHa3HayeH Ans KOHTakTa ¢ nuweBbiMMU npodykTamu. MpoaykT unum ero
yrnakoBka NpOMapKMpoBaHbl penbedHbIM 3HaKOM "proMKa v Bunka".

W1
MpoaykT npousBeneH B cooTBeTCTBMM C pernameHTom Komuccum EC Ne 2023/2006 ot 22

aekabpa 2006 o Hagnexawen nponsBoaCcTBEHHOW MPaKTMKe MaTepuarnos,
npegHa3HayYeHHbIX ON9 KOHTakTa ¢ npogykramu nutanmns (GMP).

MoHomepsbl 1 cneuunansHble 4o6aBKKM, NCMONb30BaHHbIE MPY NPOM3BOACTBE NPOAYKTa
nepeuuncnensl B MNpunoxexun | Pernamerta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTvKoBbIX MaTepunanax, npeaHa3HavYeHHbIX ANs KOHTaKTa ¢ NpoaykTaMu
nuTaHus. YuteHol Tekywme nonpasku (EC) 2019/37.

WMcnonb3oBaHbl MOHOMEpPBI M/unn gobasku ¢ npegenom yaensHon murpauuu (MYM). MNpu
cobnoaeHun ycrioBuii MCNONb30BaHUS, BelecTBa ¢ onpeaenerHHbiv MYM He moryT
nonacTb B MPOAYKT B Konu4yecTse, npesbiwatowiem MYM. No 3anpocy BO3MOXHO
KOHMVAeHUManpHoe NpeaocTaBneHne akTyanbHON MHPOPMaLnM O AaHHbIX BELLECTBaXx.

Vikan A/S He npyMeHsieT MHOrOCNoNHbIE MaTepuarnsl ¢ YyHKLUOHaNbHbIM 6GapbepomMm.

Matepuan cneumanbHO cogepXXuT AobaBku "ABOMHOrO Ha3HadeHus", nonagaroLume noa
OrPaHNYEHUs N KPUTEPUM YMCTOTbI, NonagatoLme nod HopMmaTusHble akTbl (EC)
1333/2008 un (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOH(MAEHUMANBHO NpeaocTaBUTb
MHpOpMaLUO O AaHHbIX BELLECTBAX.

Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBETCTBYHOT pe3sontounn AP 89 (1)
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CootsetcTBue FDA CLUA Bce cbipbeBble MaTepuansl Ans AaHHOro NpoAykTa oTBevaroT TpeboBaHusam ctaten 170-
199 Paspena 21 Ceoaa denepanbHbix npasun FDA (YnpasneHusi no caHuTapHOMY
HaA30py 3a KAa4eCTBOM NULLEBLIX NPOAYKTOB 1 nekapcts CLUA).

Monumepsbl 1 0obaBku COOTBETCTBYHOT TpeboBaHuaM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. [JoGaBku paspeLueHbl ctaTben 178 Pasgena 21
FDA (Henpsimble nuweBble fobaBku), B uenom npuaHatotcs 6esonacHeimu (GRAS),
pa3peLueHbl Kak NULLIEBbIE MHIPEAMNEHTb! UMW paspeLLeHbl Ha OCHOBaHWM NpaBun ans
nueBbix 4o6aBoK NpuHATLIX Ao 1958 roaa.

MonunponuneH oteevaeT TpeboBaHusm nyHkTa CFR 177.1520 "MonnoneduHb!"
Paspena 21 Ceopga FDA.

MurmeHTBI KpacaLero kKoHUeHTpaTta gonyckatTcda B nyHkte CFR 178.3297 "Kpacutenu
ansa nonumepos" Pasgena 21 Ceoaa FDA.

AHanus nnacTukKoB Ha O6pa3sLpbl NPoAYKTOB UIN MOXOXMX NPOOYKTOB, NPOU3BEAEHHbIX U3 TOrO Xe nnacTuka

mMurpauuio TecTMpoBanuch Ha obLLy MUrpaLmio B COOTBETCTBUM C YCMOBUSMU TECTUPOBAHUS,
nponucanHbivu B (EC) 10/2011. U3penve yknagpiBaeTcs B npeaen obuwei murpauum 10
mr/am? nnmn 60 mr/kr.

Ycnosusa TecTupoBaHus Ha o6y murpaumio - 15 muHyT npm 50 °C

B kavecTBe MMUTaATOPOB NULLEBLIX NPOAYKTOB AMNs NPOBEPK/ obLen Murpaumm
ucnonb3osanucb 50%-Heimi aTaHon (Mmutatop A1), 3%-Has ykcycHas kucnoTa
(vmuTaTop B) n onmekoBoe Macro (umutatop [2).

TecT, NpoBeAEHHbIN C ONIMBKOBLIM MacrnoM B TedeHne 15 muHyT npu 50 °C - He
cooTtBeTcTBMNE HopmaTmeam (EC) 10/2011

MakcumanbHoe OTHoLEHWE OTHoOLEeHWe NnoLaamn NOBEPXHOCTU, KOHTAKTUPYHIOLWEN C MPOAYKTAMMU MUTaHUS K 06bemy,
NOBEPXHOCTU, KOHTAKTMPYIOLEN  B3STOMY Ha aHanu3 Ans NPOBEpPKU COOTBETCTBUS NPOAYKTa:
C NpoayKTamu NUTaHus, K

o6bemy 1,9 am3/100 mn
Tunbl KOHTAKTOB C Mpw cobniogeHnn HeobxoanMbIX YCrOBUIA U NpeaBMaANMbIX 06CTOATENBCTBAX NPOAYKT
npoAayKkTamMu NnUTaHus NoaXOAMUT ANS KOHTAKTa Co Creayowmnmy TUNnamMm npoaykToB NUTaHNus:

Z[ BoaHbin

[v] KucnotHbin

[v] Cnuptoson

[] KvpHbit

[v] Cyxon
Bpemsa n Temnepartypa Jliobble ycnosums KoHTakTa ¢ npoayktamu npu Temnepatype go 50 °C.
MCMNoNb30BaHUsA NPU KOHTaKTe
C NpoayKTamMu NUTaHus
Vikan A/S Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
CVR. 23456789 DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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TemnepaTypa ncnonb3oBaHUA
06e3 KOHTaKTa C npoaykramu
nuTaHuA

Ob6wee

Oarta

MponseeneHo

Vikan A/S
CVR. 23456789

MuHumanesHasa Temnepartypa: -20 °C
MakcumanbHas Temnepatypa: 100 °C

Mepen Mcnonb3oBaHWEM MHBEHTaPb AOIHKEH OYULLATLCS, Ae3UHPMLMPOBATLCS U
CTepun13oBaTbCs, Kak Toro TpebyeT ero HasHayeHwve.

Takke Ba)kHO NPaBUMbHO OYMLLATb, AE3UHMULMPOBATL U CTepuNM3oBaTh 0GopyaoBaHue
nocre Mcrnosib3oBaHusi, MPUMEHsISt MOAXOASLIME MOtoLLee CpeCcTBO, TemnepaTypbl U
Bpemsi.

MpaBunbHOE OYMLLEHNE UHBEHTAPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHUS1 MUKPOOOB 1
NnepeKkpecTHOro 3arpsi3HEHNs U MaKCUMarbHO NOBbLICUT 3MEKTUBHOCTb U JONTOBEYHOCTb
WHBEHTaps.

PekomeHaoBaHHasa Temnepatypa cTepunusauum (astToknaesupoBanus): 121 °C

Mo 3anpocy ynorIHOMOYEHHbIX OPraHOB Mbl MPEAOCTaBMM TPEOYIOLLYIOCS apXUBHYIO
UHdopMaumio.

Komnanusa Vikan A/S 3apeructpvpoBaHa YnpasneHun [JaHnm no BeTepuHapum u
npogyktam nutanus (DVFA)M Hawa cobecTBeHHas Cuctema KOHTPONst MHCNEKTUpyeTCs
DVFA.
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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