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Oekna pauun 0 cooTBeTCTBUU

OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyecKkne pernameHTbl

lpynna npoayKunmn EASC

Cxema geknapmpoBaHusa

Tun o6beKTa AeKNapupoBaHus

ﬂ,eKl'Iaan,Vlﬂ O COOTBEeTCTBUU
Cratyc geknapauum

PernctpaumoHHbIii HOMep AeKnapauumn o
COOTBETCTBUMU

[aTa perucrpaumm gexknapauum

[aTta OKOHYaHUA AeNCTBUA AeKnapauum o
COOTBETCTBUMU

CeoboaHOE pacnpocTpaHeHue NpoayKLUMKN He
OorpaHMYeHo 3aKoHOAaTeNbCTBOM P

CBepeHMA O NPUNOKEHUAX K AeKnapauum

HavmeHoBaHWe NnpunoxxeHuna

MpunoxeHne NsrotToBuTeNEN 1

3aasurtenb

Twun 3aasutena
Tun geknapaHTa

OCHOBHO rocyAapCTBEHHbIV PErMCTPALLMOHHbIN
HoMep topuanyeckoro anua (OrPH)

NaeHTUPUKAUMOHHDBI HOMEpP Ha/loronnaTeblMKa
(MHH)

OpraHu3auMoHHO-NpaBoBas popma

MonHoe HaMMeHOBaHWE PUANYECKOTO NLA
CoKpallleHHOoe HaMMeHOBaHWeE I PUANYECKOTO ML
damunnna pyKoBoAUTENN IOPUANYECKOTO ML

Mma pykosoauTena ropuandeckoro anua
OT4YEecTBO PyKOBOAUTENS IOPUANYECKOTO NNLA

JonxHoCTb pykoBoAnTeNna

Bbinucka ot 19.06.2026. NUaeHTudmKaTop BbiNMCcKN 5€519665-ac52-43a1-93ee-e93f945eb61a

MopAaaKoBbI HOMEpP NPUNOXKEHMUA

[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3sniiCKOro 3KOHOMUYECKOTO CO3a (TEXHMYECKOro pernamMeHTa
TamoXeHHOro coto3a)

TP TC 004/2011 O 6e30nNacHOCTN HU3KOBOLTHOIO 060PYA0BaHMSA

TP TC 020/2011 dneKkTpomarHMTHas COBMECTMMOCTb TEXHUYECKUX CPEACTB
Hu3KoBoIbTHOE 060PYA0BaHNE, He BK/IOYEHHOE B [lepeyeHb NpoayKumu,
noanesaulen ceptudukaumm K TP TC 004/2011

TexHW4Yeckune cpencTBa, He BKIOYeHHbIe B [lepeyeHb NpoayKumm,
noanexauiein ceptudmkaumm K TP TC 020/2011

1

CepuiiHbIN BbINyCK

LeticteyeT

EASC N RU [-FI.PA05.B.76480/25

08.07.2025

07.07.2026

[a

Konnyectso ICTOB B NPUNOXKEHUN

HOpuguueckoe muo
YNOoAHOMOYEHHOE U3rOTOBUTENEM NLLO

1127746012580

7743841430

ObLecTBa € OrpaHUYEHHON OTBETCTBEHHOCTbLIO

OBLLIECTBO C OTPAHMYEHHOW OTBETCTBEHHOCTbLIO "IMAIM"
000 "OANASM"

LLlopnkosa

Onbra

BceBononosHa

FeHepasbHbIV AUPEKTOP
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Appec

Afpec mecTta HaxoXaeHuA

KoHTaKTHbIe AaHHble

Homep TenedpoHa
Anpec aNeKTPOHHOM NOYTbI

CeefeHuA 0 rocyAapcTBEHHOM perncTpauum

HanmeHoBaHue OpraHa, 3aperncrpnposasliero
OpraHn3auuto B Ka4yectee KPUANYECKOro inua

[aTa perncrtpaumnm B Kadectse HOJ1
[aTa npucsoenma ONPH

Kog, npuumnHbl nocTaHoBKK Ha yyeT (KMM)

U3rotosurenb

Twn nsrotosutena

CoBnagaert ¢ 3aABUTE/IEM

MonHoe HaMmeHoBaHWe

Appec

3apernctpupoBaHo Ha Tepputopum EASC

Ap,pec MeCTa XUTENbCTBA

129345, Poccma, ropog Mocksa, yanua Maraganckaa, lom 7, Kopnyc 3, 31 2

Odwuc 210

+7 4957450508

info@dia-m.ru

MekpaiioHHas nHcnekumsa PegepanbHol HaloroBon cnyko6bl Ne 46 nor.

Mockse

13.01.2012
13.01.2012

771601001

MHocTpaHHOEe Anuo
Het

"Sartorius Biohit Liquid Handling Oy."

Het

duHnAaHgMA, Laippatie 1, 00880, Helsinki, Finland, 60.209693°, 25.054436°
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MpoussoacTBEeHHbIE NIOWALKU

Fepmanua, Otto-Brenner-StraBe 20, 37079 Gottingen, Germany

Appec npon3BoACTBa NPOAYKLMK Fepmanua, Otto-Brenner-StraBe 20, 37079 Gottingen, Germany
MpunoxeHune [a
MonHOe HaumeHoBaHKue "Sartorius Lab Instruments GmbH & Co.KG"

duHnaHgma, Laippatie 1, 00880, Helsinki, Finland, 60.209693°, 25.054436°
AZpec npou3BoACTBa NPOAYKLMN duHnaHaus, Laippatie 1, 00880, Helsinki, Finland, 60.209693°, 25.054436°

NonHoe HanmeHoBaHUe Afpec mecTa OCyLLeCTBAEHMA AeATeNIbHOCTU NO U3rOTOBIEHWUIO NPOAYKLUMN:

CseseHuUA 0 NPoOAYKLUU

MponcxoxkaeHne NpoayKLmMm PUHNAHANA

Ob6uiee HaMMeHOBaHMe NPOAYKLMU O6opypoBaHue nabopaTopHOE, HE MEANLMHCKOIO Ha3HAYeHUA: TUTPATOP,
MapKuposka "Biohit" mogenu: BioTrace, Biotrate, Bio trate, Biotrate pro.

Ob6wwme ycoBUs XpaHeHUSA NPOAYKLUN [OCT IEC 61010-1-2014 Be30nacHOCTb 3N1EKTPUYECKUX KOHTPOJIbHO-

n3mepuTenbHbIX Npnbopos 1 nabopatopHoro obopynosaHua. Yactb 1. O6wme
TpebosaHusa, FOCT 30969-2002 (M3K 61326-1:1997) CoBMeCTUMOCTb
TEXHUYECKUX CPEACTB 3/1eKTPOMArHUTHan. dneKTpuyeckoe obopyaoBaHme ann
n3MepeHus, ynpasaeHna n NabopatopHoro npumeHeHuns. TpebosaHus u
MeToAbl UCTNbITaHUI. CPOK CNY}K6bl YKa3aH B TEXHUYECKOW U
3KCMNNyaTaLMOHHOM AOKYMEHTALMMN U3rOTOBUTENS.

CBepeHna 06 0603HaueHUN, MAEHTUOUKALMU U A0NONHUTENbHAA UHPOPMALMA O NPOAYKLUU

HanmeHoBaHue (0603HaueHUe) NPoAyKLMM O6opyaoBaHune nabopaTtopHoe, He MeAULIMHCKOro Ha3HaYeHuWa: TUTpaTop,
MapKunposKa "Biohit" mogenu: BioTrace, Biotrate, Bio trate, Biotrate pro.
MHasa nHpopmauma o npoayKLmm Jleknapauma cOoTBETCTBUA PacnpoCTPaHAETCA Ha NPOAYKLMIO,

W3roTOBJIEHHYIO C AaTbl N3roTOB/EHUSA 0TOBpPaHHbIX 06pa3Los (Npob)
NPOAYKUMW, NPOLeLLNX UCCNeA0BaHUA (UCNbITaHWA) U U3MEPEeHUs,
yKasaHHyo B aKTe(ax) oTbopa

Kog TH B3/ EASC 9027890000

UccnepoBaHua, UCNbITaHUA, U3MePEHUA

WUcnbiTaTenbHas nabopartopusa

Na6opatopusa 1

HavmeHoBaHWe ucnbiTaTeNbHOM nabopaTopun UcnbitaTenbHasa nabopatopua "dkcnept/lab”, atrectat akkpeantaumnmn POCC RU.
32248.04CEN0.1.33 o1 05.05.2023

Afpec mecTa OCyLLEeCTBAeHUA AeATe/IbHOCTH 142110, Poccua, MockoBcKas ob6nactb, ropog, MNogonbeK, yanua MNapkosas,

Nnpoun3BoACTBEHHON NnabopaTopumn BNnageHue 26

MpoToKon uccneposaHua (UCNbITaHUA) U U3MepeHUn
[aTa npoTokona 08.07.2025

Homep npoToKkona 23-17291-06.18-13.60
p,OKyMGHTbI, npeagnosiaraembie cxemom AeKN1apupoBaHua
TP TC 004/2011

UHble fOKYMEHTbI

HanmeHoBaHMe AOKymMeHTa [JoroBop ynosHOMOYeHHOro nua
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Homep AoKymeHTa 6/H
[aTa AoKymeHTa 11.05.2023
TP TC 020/2011
WHble [OKYMEHTbI
HavmeHoBaHWe AOKYMeHTa [JoroBop ynosHOMOYeHHOro nua
Homep goKymeHTa 6/H
[aTta foKymeHTa 11.05.2023

WccnepoBaHue TMNA NpoayKLMn

3akntoueHue o6 unccaneaosaHnn Tuna npoaykumum

CTpaHa mecTa HaxoXKaeHna POCCHA

MpW3HaK akkpeauTaLum Oa

[lOKyMeHTbl, NpeACcTaBNeHHbIE 3aABUTE/IEM

[oroBop Ha BbinosiHeHUe GYyHKLMIA MHOCTPAHHOIO U3roTOBUTENSA

Homep porosopa 6/H
[aTa porosopa 11.05.2023
Mpegmet gorosopa Jorosop ynoAHOMOYEHHOro nuya

WHble AOKYMEHTbI, NpeAacTaBieHHble 3aaBUTENIEM

MpunoxeHue KaTeropua goKymeHTa Ha3BaHune AoKymeHTa Homep fokymeHTa [ata goKkymeHTa
Opyroe Jorosop ynonHOMO4YeHHOro 6/H 11.05.2023
niua
QR - Koa
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