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HepxxaBetowas ctanb

CooTBeTcTBME TpeOboOBaHUAM
EC

PernameHTt (EK) Ne 2023/2006

CootBetctBue FDA CLUA

TWNbl KOHTAKTOB C
npoAayKTaMu nuTaHusa

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

PyyHol gepxatenb naga, 235 MM, KpacHbIv LBET

55104

MonunponuneH, 97%
Monuamng (HennoH)

KpacHbin, 2%
Xvmnyecknii neHoobpasytowmn areHT, 1%

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

MpoaykT nponsseaeH B cootTBeTCTBMU C pernameHTom Komuceun EC Ne 2023/2006 ot 22
aekabpsa 2006 o Hagnexalen nponsBoaCcTBEHHOM NpakTUKe MaTepuarnos,
npegHa3HavYeHHbIX ANS KOHTaKTa ¢ npoayktamu nutanus (GMP).

Bce cbipbeBble MaTepuansl AN 4aHHOTO NPOAyKTa oTBevatoT TpeboBaHusam ctaten 170-
199 Pasgena 21 Ceopa cdeaepansHbix npasun FDA (YnpasneHus no caHutapHomy
HaA30py 3a Ka4eCTBOM NuLLEBLIX NPoaykToB 1 nekapcts CLUA).

MonunponuneH oteBevaet TpebosaHmAM nyHkTta CFR 177.1520 "MNonvoneduHbl”
Paspena 21 Csopa FDA.

MonnamugHblie MaTepuansl oTBevatoT TpeboaHusam nyHkta CFR 177.1500
"MonnamungHele cmonbl" Pazgena 21 Ceoga FDA (YnpaBneHus no caHUTapHOMY Haa3opy
3a KayecTBOM NULLEBBLIX NPOAYKTOB 1 nekapcts CLUA).

MurmeHThI KpacaLero kKoHUueHTpaTa gonyckatotcsa B nyHkTe CFR 178.3297 "Kpacutenn
ansa nonuvepos" Pasgena 21 Ceoga FDA.

Mpu cobnoaeHn HeobxoaMMbIX YCNOBUA U NpeaBUANMbIX OBCTOATENBCTBAX NPOAYKT
NOAXoAWT ANS KOHTaKTa co CNeaylLWmMMn TUNnaMm NnpoayKkToB NUTaHUS:

E[ BoaHblii

lz[ KncnoTHbIn

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

vikan@vikan.com
www.vikan.com
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[v] CnupToson

[v] KvpHbiii
[v] Cyxoit
Bpems 1 Temnepartypa JioGble ycroBusi KOHTaKTa ¢ NpoAyKTaMu npu TemnepaType go 100 °C
MCMONb30BaHMUs NPU KOHTaKTe
C NpoAyKTaMu NUTaHusl
O6Guwee Mepen MCMonb3oBaHNeM MHBEHTaPb AOMMKEH OYMLLATLCA, AE3MHMLMPOBATLCS U

CTepunmn3oBaTbC4d, Kak TOro Tpe6yeT €ro HasHa4veHwue.

Taioke BaXKHO NpaBUIbHO O4YMLLaTb, Ae3nHPMLMPOBaTL 1 CTepMnn3oBaTb 06opyaoBaHne
nocne 1crnonb30BaHuUsi, NPUMEHSAS NOAXOAsLLME MOKOLLee CpeaCcTBO, TeMnepaTyphbl U
BpeMS.

[MpaBunbHOE OYULLIEHNE NHBEHTAPS CBELET K MUHUMYMY PUCK Pa3MHOXEHUA MMKpO6OB n
NepeKpPeCTHOro 3arpA3HEHMS U MakCMMarnbHO NOBbICUT 3MEKTUBHOCTL U JONTOBEYHOCTb
MHBEHTapA4.

PekomeHgoBaHHas Temnepartypa ctepunm3auun (asToknasunposanus): 121 °C

Mo 3anpocy yNnonMHOMOYEHHbIX OPraHOB Mbl MPEAOCTaBUM TPEDYHOLLYIOCH apXMBHYHO
MHopMaLMIo.

KomnaHnus Vikan A/S 3apernctpupoBaHa YnpaeneHuu [JaHuv no BeTepuHapun un
npoayktam nutanms (DVFA)M Hawa cobcTBeHHas CucteMa KOHTPOMst MHCNEKTUPYETCS
DVFA.

Dara 13.02.2020
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Stine Lannerup Bislev
Hygiene and Compliance Manager
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