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Epw ansa unctkm Tpy6, @20 mm, 500 MM, cpeiHUiA BOpC, YepHbI LIBET

53769

N\
P,

MonunponuneH, 97%

YepHbi, 2%

Xvmnyecknii neHoobpasytowmn areHT, 1%
Monunbytunentepedtanat (MBT)

KpyyeHas npoBonoka ns HepxxasetoLen cTany, NponsBeAeHHasa 13 HepXxaBeroLLen ctanm
mapku 1.4301 (AISI 304)

B cooTtBeTCcTBUM C NnocTaHoBNeHnem kommccumn EC Ne 1935/2004 ctateun 3, 11(5), 15n 17
NPOAYKT NpefHa3HayeH Ans KOHTakTa ¢ nuweBbiMMU npodykTamu. MpoaykT unum ero
yrnakoBKka NPOMapKMpOBaHbl penbedHbIM 3HAaKOM "proMKa v Bunka".

HepxaBsetowas ctanb cootBeTcTByeT EBponenckomy ctaHgapty EN 10088 n
crneuyansHbIM NpegenaM Murpauuy, ycTaHoBrneHHbIM B HopmaTtuee CoBeTa EBponbi:
"MeTannel 1 cnnaebl, UCNONb3yeMble Anst U3roToBNeHNst o6opyaoBaHus,
KOHTaKTMPYIOLLErO C NpoAyKTamu NUTaHms".

W1
MpoaoykT npousBeneH B cooTBeTCTBMM C pernameHTom Komuccmm EC Ne 2023/2006 ot 22

aekabpsa 2006 o Hagnexalen npon3BoaCcTBEHHOW MpaKTMKe MaTepunarnos,
npegHa3HayYeHHbIX AN KOHTakTa ¢ npogyktamu nutanuns (GMP).

MoHomepsbl 1 cneuuaneHble 4o6aBKW, UCNOMb30BaHHbLIE NMPY NPOU3BOACTBE MPOAYKTA
nepeyncneHsl B [punoxeHun | Pernamenta Komucenm (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTuKoBbIX MaTepunanax, npeaHa3HavYeHHbIX ANns KOHTakTa ¢ NpoaykraMmu
nuTaHus. YuTteHsl Tekylme nonpasku (EC) 2019/37.

Mcnonb3oBaHbl MOHOMEpPBI M/unn Aobaekv ¢ npegenom yaensHon murpauuu (MYM). MNpu
cobnogeHnn ycnosumn NCnonb3oBaHWs, BelecTsa ¢ onpedeneHHsim [NMYM He moryT
nonacTb B MPOAYKT B Konn4ecTBe, npesbilwatoliem MYM. No 3anpocy BO3MOXHO
KOHdMAeHUManeHoe NpeaocTaBneHne aktyansHON MHOPMaLnM O AaHHbIX BELLeCTBaXx.

Vikan A/S He npyMeHseT MHOroCnonHble MaTepuansl ¢ YHKLMOHaNbHeIM 6apbepom.

Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
DK-7800 Skive F (+45) 9614 2655 www.vikan.com
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PernamenTsl (EK) Ne 1333/2008
n (EK) Ne 1334/2008

AP(89)1

CootBetctBue FDA CLUA

AHanus nnacTMkKoB Ha
Murpauuio

MakcvrManbHoe OTHoLLEeHKE
NOBEPXHOCTU, KOHTaKTUPYHOLLEN
C NpoaykTamu NUTaHus, K
o6bemy

Tunbl KOHTaKTOB C
npoayKkraMmuv nuTaHuaA

Vikan A/S
CVR. 23456789

Matepuan cneumansHo cogeput Aobasku "ABONHOrO Ha3HavyeHus", nonagaroLume noa
OrPpaHNYEHUs N KPUTEPUM YNCTOThI, NonagatoLme nod HopMmaTueHble akTbl (EC)
1333/2008 n (EC) 1334/2008. No 3anpocy Mbl rOTOBbI KOH(MAEHUMANBHO NPeaoCcTaBUTb
WH(OPMaLWMIO O AaHHbIX BeLLeCcTBax.

Bce kpacuTtenu kpacsiiero KoHUeHTpaTa CooTBETCTBYHOT pe3sonounn AP 89 (1)

Bce cbipbeBble MaTepuanb! Ans 4aHHOro NpoaykTa oTBevatoT TpeboBaHusM crateit 170-
199 Pasgena 21 Ceopa denepanbHbix npasun FDA (YnpaeneHus no caHMTapHoOMy
HaA30py 3a KAa4eCTBOM MULLEBLIX MPOAYKTOB 1 nekapcts CLUA).

Monumepsbl 1 [obaBkn COOTBETCTBYHOT TpeboBaHuAM cTatbam 174, 175, 176, 177, 178,
181, 182, 184 1 186 Pasgena 21 FDA. [Jo6aBku pa3spelueHbl ctaTbent 178 Pasgena 21
FDA (Henpsimble nuweBble AobaBku), B uenomM npuaHatotcs 6esonacHeimu (GRAS),
pa3pelueHbl Kak NULLIEBbIE MHIPEANEHTb! UM pa3peLLeHbl Ha OCHOBaHMM NpaBun ans
nueBbix 4o6aBoK NpUHATLIX Ao 1958 roaa.

MonunponuneH oteedvaeT TpeboBaHuam nyHkta CFR 177.1520 "MonvnoneduHb!”
Paspena 21 Ceopa FDA.

MUrMeHTbI KpacsLLero KoHLeHTpaTa gonyckatotcsa B nyHkTe CFR 178.3297 "Kpacutenu
ans nonumepos" Pasgena 21 Ceoaa FDA.

O6pasLbl NPOAYKTOB UMM MOXOXUX NPOAYKTOB, NPOU3BEAEHHbIX U3 TOrO e nnacTuka
TEeCTMpOBanNuChb Ha obLLYy0 MUrpaLuio B COOTBETCTBUM C YCNOBUSIMU TECTUPOBAaHUS,
nponucanHbivu B (EC) 10/2011. Uspenue yknageiBaeTca B npeaen obuwen murpaumm 10
mr/am? nnmn 60 mr/kr.

YcnoBus TecTMpoBaHus Ha o6y murpaumio - OM2 (10 gHen npu 40 °C)
B kayecTBe MMUTATOPOB MULLEBLIX MPOAYKTOB AMNS NpoBepKu obLuen Murpaumm
ncnonb3osanucb 10%-Heimi aTaHon (Mmutatop A), 3%-Hasi yKCycHas kucnota (umuTtaTop

B) un onuekoBoe macno (umutatop [2).

CooTBeTCcTBME Npegeny yaenbHOW MUrpaumum n gpyrum orpaHuyeHusiM NoaTBEPXAEHO
Tectamu, pacyeTamu U UMUTaUmnen.

YcnoBus TeCTUPOBaHWS Ha yaenbHyto murpaumto - 30 muHyT npu 80 °C

2,0 om3/100 mn

Mpu cobnogeHnn HeoBX0AMMBIX YCNOBUIA U NPeABUANMBIX 06CTOATENBCTBAX NPOOYKT
NoAXOAWT AJ1S1 KOHTaKTa Co credyroLwWwyMi TMNnaMm NpoayKTOB NUTaHUS:

[Z[ BoaHbin
E[ KncnoTHbIn

[v] Crwmptosoii

[v] vpHbiii

[v] Cyxoi
Reaevevej 1 P (+45) 9614 2600 vikan@vikan.com
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Bpems 1 TeMnepaTypa
MCNONb30BaHUA NPU KOHTaKTe
C NpoayKTamMu NUTaHusl

TemnepaTtypa ucnonb3oBaHuA
6e3 KOHTaKTa C NnpoAyKTammn
nUMTaHUA

Oo6uwee

OaTa

MpousseneHo

Vikan A/S
CVR. 23456789

JTioGble ycnoBusi KOHTakTa ¢ npogyktamu npu Temnepatype o 80 °C B TeyeHune 30
MUHYT.

MwuHnmanbHas TemnepaTtypa: -20 °C
MakcmanbHasi TemnepaTtypa: 80 °C

Mepea ncnonb3oBaHMEM MHBEHTAPb AOMKEH OYMLLATBLCS, A€3MHPULMPOBATLCA U
CTepuUnmM3oBaTbCA, Kak TOro Tpe6yeT €ro HasHadeHue.

Takke BaXXHO NpaBUMbHO o4mnLaTh, Ae3nHPULMPOBaTL U CTepunM3oBaTh 06opyaoBaHue
nocre 1crnosnb30BaHus, NPUMEHsAS NOAXOAsLLME MOKoLee CpeacTBO, TemnepaTypbl 1
BpeEMSI.

MpaBunbHOE oYMLLEHNE UHBEHTAPS CBeOET K MUHUMYMY PUCK Pa3MHOXEHUS MVIKpOGOB n
NepeKkpecTHOro 3arpsA3HEHNss U1 MakCUMaribHO MOBLICUT 3EKTUBHOCTL U JONTOBEYHOCTb
MHBEHTapA.

PekomeHgoBaHHas TemnepaTypa cTepunu3aunm (aBToknasuposaHus): 121 °C

Mo 3anpocy ynonHOMOYEHHbIX OpraHoB Mbl NPeAoCTaBUM TPebyYHOLLYIOCS apXMBHYHO
MHdOpMaumio.

Komnanus Vikan A/S 3apernctpupoBaHa Ynpasnenun [JaHum no BeTepnHapum n
npoayktam nutanus (DVFA)M Hawa cobcTBeHHas CucteMa KOHTPOSst UHCNEKTUPYETCS
DVFA.

02.02.2019
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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