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HennoHoBbI ckpebok ¢ BUHTOBOM pyykon, 100 MM, XenTbi LBET

40126

Monuamug, (HenoH)

XKentbid, 2%

B cootBeTcTBUM € nocTaHoBneHnem kommuceun EC Ne 1935/2004 cratbm 3, 11(5), 15n 17
NpPoayKT npefHasHa4YeH Ans KOHTakTa ¢ NuweBbIMU npoayktamu. MpoaykT unm ero
ynakoBka MPOMapKMpoBaHbl penbedHbIM 3HAKOM "proMKa 1 BUIKa".

5l
Bce kpacuTtenu kpacsiiero KOHUeHTpaTa CooTBETCTBYHOT pesonouun AP 89 (1)

MpooykT npousseneH B cooTBeTCTBMM C pernameHTom Komumccun EC Ne 2023/2006 ot 22
nekabps 2006 o Hagnexallen npou3BoACTBEHHOW NPaKTUKe MaTepuarnos,
npegHa3HaYeHHbIX ANS KOHTaKTa ¢ npoayktamu nutanuns (GMP).

MoHomepsbl 1 cneuunanbHble 4o6aBKKM, NCNONb30BaHHLIE NPY NPON3BOACTBE MPOAYKTa
nepeyvcnerbl B Mpunoxenunn | Permamernta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 0 NnacTUKOBbIX MaTepuanax, NpeaHa3HaYeHHbIX A58 KOHTaKTa C NpoayKTamu
nuTaHus. YuteHbl Tekywme nonpaeku (EC) 2023/1627.

Vcnonb3oBaHbl MOHOMEpPbI W/unu obasku ¢ npegenom yaensHon murpauum (MYM). Mpu
cobnogeHnn ycrnoBuii UCNonNb3oBaHUs, BelllecTBa ¢ onpeaenenHbiM [MYM He moryT
nonacTtb B NPOAYKT B KONNYeCTBe, npesbiwatoem MYM. Mo 3anpocy BO3MOXHO
KOHuAeHUManLHoe NnpegocTaBneHne akTyanbHon NHAopMaLmMm O AaHHbIX BELLlecTBax.

Vikan A/S He npyMeHseT MHOIOCINOVHbIE MaTepuarnbl ¢ PYHKLUNOHaNbHbIM 6apbepom.

Marepvan cneuunansHO cogepXmT obaeku "OBOMHOIO Ha3HavyeHus", nonagaroLime nog
OrPaHUYEHMST U KPUTEPUM YUCTOTHI, MoNaaaroLLme nod HopMaTreHble akTbl (EC)
1333/2008 n (EC) 1334/2008. INo 3anpocy Mbl rOTOBbI KOHOUAEHUMANBHO NPEAOCTaBNUTb
MHGOPMaLMIO O AaHHbIX BelllecTBax.
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vikan@vikan.com
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CootBetcTBue FDA CLUA

CooTBeTCTBYyeT HopmaTMBaM
Benuko6putaHumn

AHanus nnacTuKoB Ha
Murpauumro

MakcumanbHoe OTHOLLEeHWE
NOBEPXHOCTU, KOHTAKTUPYHOLLIE
C NpoAyKTaMmn NUTaHus, K
obbemy

Tunbl KOHTAKTOB C
npoayKraMmu nuTaHuaA

Vikan A/S
CVR. 23456789

Bce cbipbeBble MaTepuvarns! AN 4aHHOTO NpogdykTa oTBevatoT TpeboBaHuam ctaten 170-
199 Pasgena 21 Ceoaa deaepanbHbix npasun FDA (YnpaBneHus no caHUTapHomy
Haf30py 3a Ka4yeCTBOM NuLEeBbIX NpodykToB 1 nekapcts CLUA).

Monumepsbl 1 [obaBkn COOTBETCTBYIOT TpeboBaHusM ctatbam 174, 175, 176, 177, 178,
181, 182, 184 n 186 Pasgena 21 FDA. [lJo6aBku paspelueHbl ctatben 178 Pasgena 21
FDA (Henpsmble nuweBble fo6aBku), B Lenom npuaHatotca 6esonacHbiMm (GRAS),
paspeLleHbl Kak MULLEBbIE MHIPEOVEHTbI NN pa3peLleHbl HA OCHOBaHUK NpaBun Ans
nuweBbIX 4o6aBok NpUHATLIX 4o 1958 roga.

MonnamungHele matepuansl oTBevatoT TpebosaHmam nyHkta CFR 177.1500

"MonnamugHele cmonbl”" Pasgena 21 Ceoga FDA (YnpaBneHusi no caHMTapHOMY Hag3opy
3a Ka4eCTBOM MULLIEBLIX NPOAYKTOB 1 nekapcts CLUA).

MurmeHTbI Kpacswero KoHUeHTpaTa gonyckatotces B nyHkTe CFR 178.3297 "Kpacutenu
ans nonumepos" Pasgena 21 Ceoga FDA.

ToBap cootBeTcTBYeT PernameHTy 2019 Ne 704 (MonpaBka) (B CBSI3N C BbIXOAOM
BenukobputaHumn n3 EC) o BelecTBax 1 matepranax, KOHTaKTUPYHLLMX C NULLEBON
npoayKuuen.

O6pasLbl NPOAYKTOB UM MOXOXMX MPOAYKTOB, NPON3BEAEHHbIX U3 TOr0 Xe MracTuka
TECTUPOBAaNUCb Ha OBLLYIO MUrPaLMI0 B COOTBETCTBMU C YCIIOBUSMU TECTUPOBAHWS,
nponucaHHbivu B (EC) 10/2011. M3agenve yknageiBaetcsa B npegen obuwen murpaumm 10
Mr/am? nnn 60 mr/kr.

Ycnosusa TeCTMpoBaHus Ha obuwyo murpauuto - OM7 (2 yaca npu 175 °C)
B kayecTBe MMWUTATOPOB NWLLEBbLIX NPOAYKTOB AN NPOBEpKu obLuen Murpaumm
ncnons3osanmcb 10%-HeiMin aTaHon (umutatop A), 3%-Has ykcycHas kucnoTa (MmuTaTop

B) n onuekoBoe macno (nmutatop [12).

CooTBeTCTBME Npegeny yaenbHOW MUrpauum n Apyrum orpaHU4eHUsIM NoATBEPXKOAEHO
TecTamu, pacyeTamun 1 UMUTaUmen.

2,1 am3/100 mn

Mpw cobniogeHnn HeoGXoAMMBIX YCIOBUIA U NPeaBUAMMbIX OGCTOSTENLCTBAX NPOAYKT
NOAXOAUT ANs KOHTaKTa co criedylowyMmy Tunamm nNpoaykToB NUTaHUS:

BogHbin
KncnoTtHbin
CnupToBon

YKvipHbIn

NNNNMNN

Cyxon
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Bpems 1 Temnepartypa
MCNOMb30BaHMUA NPU KOHTaKTe
C NpoayKTaMu NUTaHus

TemnepaTypa ucnonb3oBaHUA
6e3 KOHTaKTa ¢ npoAyKTamu
nuTaHuA

O6uwee

OaTta

MponssegeHo

Vikan A/S
CVR. 23456789

JlioBble ycnoBusi KOHTaKkTa ¢ BOAHbIMW, CIIMPTOBLIMMU, XXUPHBIMU U CyXUMW NPOaYyKTamu
npu Temnepatypeno 175 °C. JllobGble yCcroBms KOHTaKTa C KUCNIOTHBIMU NPOAYKTaMMU,
BKMoYatoLme HarpesaHme BnnoTb Ao 70 °C go 2 yacos nnu go 100 °C go 15 MuHyT.

MwuHumanbHas Temneparypa: -20 °C
MakcumanbHast Temnepartypa: 175 °C

Mepen Ucnonb3oBaHNeM VHBEHTapb AOJHKEH OUYULLATLCS, A€3MHMULMPOBATLCS U
CTEpUNM30BaTbC, Kak Toro TpebyeT ero HasHadeHue.

Takke BaXHO NpaBUIIbHO OYMLLATb, AE3UHMULMPOBATL U CTEPUNN30BaTL 0GOPYAOBaHWE
nocne MCromnb30BaHKs, NPUMEHSIS NOAXOASLLME MOOLLEee CPedCcTBO, TeMrepaTypbl 1
Bpemsi.

MpaBunbHOe oYuLLEHNE NHBEHTAapPS CBEAET K MUHUMYMY PUCK Pa3MHOXEHUS1 MUKPOOOB U
NepeKpPeCTHOro 3arpsi3HEHNs U MakCUMarbHO NOBLICUT 3hEKTUBHOCTb U JONTOBEYHOCTb
WHBEHTapS.

PekoMeH0oBaHHas TemMnepaTtypa cTepunusauum (aBtoknaesupoBarus): 121 °C

Mo 3anpocy ynonHOMOYEHHBIX OPraHoB Mbl NPeaoCTaBMM TPEDYIOLLYIOCS apXUBHYHO
NHopMaLMIo.

Komnanusa Vikan A/S 3apeructpmpoBaHa YnpasneHun [JaHum no BeTepuHapuu u
npogyktam nutannsa (DVFA)M Hawa cobcTBeHHas Cuctema KOHTPONs MHCNEKTUpYeTCs
DVFA.

11.01.2024

L et

Kim Gerhardt Aakermann
Materials & Compliance Specialist
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