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MonunponuneH c meTannogeTekTupyemomn gobaskown

Xvmnyecknii neHoobpasytowmn areHT, 1%

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

S

MpoaoykT npousseneH B cooTBeTCTBMM C pernameHTom Komuccum EC Ne 2023/2006 ot 22
aekabpsa 2006 o Hagnexawen nponsBoaCcTBEHHOW MPaKTMKE MaTepunarnos,
npefHasHa4YeHHbIX A5t KOHTakTa ¢ npogykTtamu nutandust (GMP).

MoHomepsbl 1 cneuunanbHble 4o6aBKKM, NCMNOMNb30BaHHbIE MPY NPOM3BOACTBE NPOAYKTa
nepeuuncnensl B MNpunoxexHun | Pernamerta Komuccun (EC) Ne10/2011 ot 14 aHBaps
2011 o nnacTMKoOBbIX MaTepuanax, npeaHa3HavYeHHbIX Ans KOHTaKTa ¢ NpoaykTaMu
nuTaHus. YuTeHsl Tekylme nonpasku (EC) 2019/37.

Mcnonb3oBaHbl MOHOMEpPBI M/unn gobaekv ¢ npegenom yaenbHon murpauuu (MYM). MNpu
cobnoaeHun ycrioBuid MCNONb30BaHUS, BelecTBa ¢ onpeaeneHHbiv MYM He moryT
nonacTb B MPOAYKT B Konu4ecTse, npesbiwaroiem MNMYM. No 3anpocy BO3MOXHO
KOH(pnaeHumnanbHoe npefocTasneHme akTyanbHon MHpopMaLun o AaHHbIX BELLLECTBAX.

Vikan A/S He npyMeHsieT MHOrOCNOoNHbIE MaTepuarbl ¢ YHKLUOHaNbHbIM 6apbepomMm.

MaTtepuan He coaepxuT [ob6aBku "OBOMHOIO Ha3HavYeHus".
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CootBetcTBue FDA CLUA

AHanus nnacTMkoB Ha
Murpauuio

Tunbl KOHTAKTOB C
npoAayKTaMu nuTaHus

Bpems 1 TeMnepaTypa
MCNoONb30BaHUA NPU KOHTaKTe
C npoAayKTaMu nUTaHus

TemnepaTtypa ucnonb3oBaHuA
6e3 KOHTaKTa C npoAyKTammn
nUTaHmA

Vikan A/S
CVR. 23456789

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.

OGpa3sLpbl NPOAYKTOB MIN MOXOXMX NPOAYKTOB, NMPOU3BEAEHHbIX U3 TOrO Xe nnacTuka
TECTMPOBanuCb Ha O6LLYI0 MUrpaLuio B COOTBETCTBUM C YCINIOBUSIMU TECTUPOBaHUS,
nponucanHeiMu B (EC) 10/2011. N3pgenne yknagsiBaetca B npegen obuwen murpaumm 10
mMr/am? nnmn 60 mr/kr.

YcnoBus TecTta Ha obLLyto 1 yaenbHy Murpaumio B TedeHne 5 muHyT npm 100 °C ¢
nocnegytowmm cogepxanvem npu 40 °C B TeyeHne 8 yacos

B kayecTBe MMUTATOPOB NULLEBLIX MPOAYKTOB A MPOBEPKM 06LLen Mmurpauum
ucnonbs3oBanucb 50%-HbiMi aTaHon (umutatop O1), 3%-Has ykcycHas kucnoTta
(vmutaTop B) n onmekosoe mMacrno (umutatop [2).

CooTtBeTcTBME npeneny y,u,eanon Murpauum n gpyrum orpaHUM4eHnAaAmM noateepxaeHo
TeCTaMu, pacdeTamm n nMuTaumen.

Mpw cobniogeHnn HeobxoaNMbIX YCIOBUIA U NpeaBMANMbIX 06CTOATENBCTBaX NPOAYKT
NOAXoAmUT AN KOHTaKTa Co criedylowmnmy Tunamm NPoAyKTOB NUTaHWSA:

BoaHbin
KncnoTtHbin
CnupTtoBon

YKvpHbI

NEANNNEN

Cyxon

JTioGble ycnoBust KOHTakTa ¢ npogyktammn npu Temnepatype go 100 °C

MwuHnmanbHas TemnepaTtypa: -20 °C
MakcumanbHas Temnepatypa: 100 °C
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Oo6Lee

Oarta

MpouseeneHo
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Mepen MCNONb30BaHMEM MHBEHTAPb AOSHKEH OYMLLATLCA, AE3UHDULMPOBATLCSA 1
CTepunn3oBaThCs, Kak Toro TpebyeT ero HasHayeHue.

Takke BaXXHO NpaBuUMbHO OYULLATL, Ae3NHULMPOBATL U CTEpUNn3oBaTh 0b6opyaoBaHue
nocrne MCrnonb30BaHusi, NIPUMEHSS NOAXOASLLME MOtoLLee CpeCTBO, TemMnepaTypbl U
BpeMS.

MpaBunbHOE OYMLLEHNE MHBEHTApPsi CBEAET K MUHUMYMY PUCK PAa3MHOXEHUS MUKPOGOB 1
NEePEKPECTHOro 3arpsi3HEHNST U MaKCUMarbHO MOBbLICUT 3(PEKTUBHOCTb U AONTOBEYHOCTb
WHBEHTaps.

PekomeHpoBaHHas TemnepaTypa ctepunusauuy (aBtoknasuposanus): 121 °C

Mo 3anpocy ynornHOMOYEHHbIX OPraHoB Mbl NPeAOCTaBUM TPeOYIOLLYIOCS apXMBHYHO
MHOopMaLMIo.

KomnaHus Vikan A/S 3apernctpupoBaHa YnpasneHum [JaHum no BeTepuHapum n
npogyktam nutanus (DVFA)M Hawa cobctBeHHas Cuctema KOHTPOnst MHCNEKTUpyeTcs
DVFA.
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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