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ЕU Dесlагаtiоп of Conformity
lп ассоrdапсе with EU Regulation 2017п46of the Ечrореап раrliаmепt апd of the сочпсi| of 5 дрril

2017 оп iп vitro diagnostic medical devices,

мап ufactu rеr: Vепtапа Medical Systems lпс.
1910 Е lnnovation Park Drive
Тчсsоп, м 85755, USA

U S_M F_00001 6993Single Registration NumЬеr (SRN)
м ап ufactu rеr:

Autho rizеd Rерrеsе ntative: Roche Diagnostics GmbH
Sandhofer Strasýe 116

68305 Маппhеim
Gеrmапу

SingbRegistrationNumber(SRN) DE_AR{00006262

Autho rized Rерrеsе ntative:

This declaration is issued under the sole responsibility of Vепtапа Medica| Systems lnc,

Product lпfоrmаliоп

lntended Рчrроsе:

Risk Ctass: Class А

соmmоп specifications: Not applicable as по Соmmоп specifications exist fоr the сопсеrпеd device

conformity of the product with Eu Regulation2al7п46 апd other applicable Eu legislation has Ьееп

established.

оп behalf of vепtапа Medical ýystems lпс.

Place:rчgsоп,,АZ В575ý, U_ýф_ ., .,.., . 
"

2 2 -FеЬ ,2022 0]--Маr *202?
Date:

Ьу:

Jrrr hоuль hм fiлr,ЪОЬ

С ч rsоп

Site Head of Quality Fчпсtiоп Site Head of Regulatory

MSSOP 7.2.008тМРА, Vеrsiоп: 02 - EU

ULTRд Cell Conditioning Solution (ULTRA сс2) is а prediluted solution

intended fоr lаЬЬrаtоrу чSе aS а pretreatment step iп the processing of

fоrmаliп-fiхеd, paraffin-embedded tissue Sampleý duriпg

immunohistocгremistry and in situ hybridization applications оп the

вепсhмаrk uLтRд instrument, This рrоdчсt is intended fоr in vitro

diagnostic (lVD) use.
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Раrt NчmЬеr:
пRA о nd itio п ing 333ý01 14в4

а54245420и ( PlN; 950-223)
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Product Nаmе: Basic UDl-Dl:

(ULTRA сс2)
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