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MpoussoauTtens

HaumMmeHoOBaHUe ToBapa

MpoaykT

MnacTrkoBbIN MaTepuan

Kpacsawun KoHueHTpaT
lMeHoobpa3yloLwmii KOMNOHEHT

HepxxaBetowas ctanb

CooTBeTcTBME TpeOboOBaHUAM
EC

PernameHT (EK) Ne 2023/2006

CootBetctBUue FDA CLUA

CooTBeTCTBYeT HOpMaTUuBam
Benunko6putaHumn

Tunbl KOHTAKTOB C
npoAayKTaMu nuTaHus

Vikan A/S
CVR. 23456789

Reevevej 1
DK-7800 Skive

Jeknapauuns COoTBeTCTBUA

Vikan A/S

Raevevej 1
DK-7800 Skive
(+45) 96 14 26 00

Oepxatenb ans naga, 230 MM, CUHUIA LUBET

55003

MonunponuneH, 97%
Monuamng (HennoH)

Cwvnuia, 2%
Xvmnyecknii neHoobpasytowmn areHT, 1%

Hepxasetowen ctanu mapku 1,4301 (AISI 304)
Hep>xxasetowwen ctanu mapku 1,4404 (AlSI 316)

MpoaykT nponsseaneH B cootBeTcTBMU C pernameHTom Komuccun EC Ne 2023/2006 ot 22
aekabpsa 2006 o Hagnexawen nponsBoaCcTBEHHOM NPakTUKE MaTepuarnos,
npegHa3HavYeHHbIX ANS KOHTaKTa ¢ npoayktamu nutanuns (GMP).

Bce cbipbeBble MaTepuans! Ansi JaHHOro npoaykTa oTeevatoT TpeGoBaHusim ctatein 170-
199 Pasgena 21 Ceopaa cdeaepansHbix npasun FDA (YnpasneHusa no caHntapHomy
HaA30py 3a Ka4eCTBOM NuLLEBbLIX NPOoaykToB 1 nekapcts CLUA).

MonunponuneH otBevaeT TpeboBaHuaAM nyHkTa CFR 177.1520 "MNonnoneduHb!”
Paspena 21 Csopa FDA.

MonnamugHble MaTepuansl oTBevatoT TpebosaHusam nyHkta CFR 177.1500
"MonnamugHele cmonbl" Pasgena 21 Ceoga FDA (YnpaBneHus no caHUTapHOMY Haasopy
3a Ka4yeCcTBOM NULLEBLIX NPoaykToB 1 nekapcts CLUA).

MurmeHTBI KpacaLero kKoHUeHTpaTa gonyckatorcsa B nyHkTe CFR 178.3297 "Kpacutenn
ansa nonuvepos" Pasagena 21 Ceoga FDA.

Mpw cobntogeHnn HeobXxoanMbIX YCIOBUIA U NPeABUANMBIX OBCTOSTENLCTBAX NPOAYKT
NOAOXOAUT ANS KOHTaKTa co criegyowmymMmn Tunamm npoaykToB NUTaHWS:

Z[ BoaHbin

P (+45) 9614 2600
F (+45) 9614 2655

vikan@vikan.com
www.vikan.com
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KncnoTtHbin
CnupToBoi

KnpHbin

NEANANN

Cyxon

Bpemsa n temnepartypa JTiobble ycrnoBust KOHTaKTa ¢ Nnpogyktamu npu Temnepatype go 100 °C
MUCNONb30BaHUs NPU KOHTaKTe
C NpoAyKTamMu NUTaHus

TemnepaTtypa ucnonb3oBaHuss  MuHuManbHas Temnepatypa: -20 °C

6e3 KOHTaKTa ¢ NnpoAyKTamu MakcumanbHas Temnepatypa: 100 °C
nUTaHuA
O6uwee Mepen ncnonb3oBaHNEM UHBEHTapb AOMKEH O4MLLaTbCH, Ae3MH(ULMPOBaTLCS U

CcTepunmn3oBaTbC4d, Kak TOro Tpe6yeT €ro HasHa4yeHue.

Takke BaXHO NpaBuIIbHO OYMLLATE, AE3NHPULMPOBATL U CTEPUNU30BaTb 060PYLOBaHME
nocre 1crnosnb30BaHusi, NPUMEHSA NOAXOAsLME MOtoLLEee CPeACTBO, TeMnepaTyphbl 1
BpeEMS.

MpaBunbHOE oYULLEHNE NHBEHTAPS CBEOET K MUHUMYMY PUCK Pa3MHOXEHUS MVIKpO6OB n
NepeKkpecTHOro 3arpa3HeEHMs U MakCMMasnbHO NOBLICUT 3MEKTUBHOCTb U JOSNTOBEYHOCTb
MHBEHTapA4.

PexomeHngoBaHHas Temnepatypa ctepunusauum (aBToknasuposaHus): 121 °C

Mo 3anpocy ynornHOMOYEHHbIX OpraHoB Mbl MpeaocTaBum TpebyoLLyoCs apXMBHYHO
UHdOpMaumio.

Komnanus Vikan A/S 3apernctpmpoBaHa YnpaeneHuu [JaHuv no BeTepuHapun n
npogyktam nutanns (DVFA)M Hawa cobcTBeHHas CucteMa KOHTPOMst MHCNEKTUPYETCSA
DVFA.

Aarta 04.01.2022

MponsseneHo SA(‘M’ ). . B‘\S\\/

Stine Lannerup Bislev
Hygiene and Compliance Manager
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