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EU Declaгation of Сопfогmitу
lп accordance with EU Regulation 2017П46 of the Ечrореап Раrliаmепt and of the Council of 5 April
2017 on iп vitro diagnostic medical devices.

Nzlan ufactu rеr: Roche Моlесчlаr Systems, lnc.
1080 US Highway 202 South
Branchburg, NJ 08876
USA

US-MF_000018066Single Registration NumЬеr (SRN)
[\Лап ufactu rег:

Authorized Representative : Roche Diagnostics GmbH
Sandhofer Strasse 1'Iб
68305 Mannheim
Gеrmапу

DE-AR_o00006262Single Registration NчmЬеr (SRN)
Authorized Representative :

This declaration is issued чпdеr the sole responsibility of Roche Моlесчlаr Systems, lnc,

Product lnformatign

lntended Purpose: The cobas omni rеаgепts аrе fоr use with the cobas@ 5В00/6В00/8В00

Systems.

The cobas@5800/6800/8800 Systems suррогt ап automated and integrated

workflow to гuп Роlуmеrаsе Chain Reaction (PCR) based Nucleic Acid
Testing (NAT). The cobas@ 5в00/6s0O/вв00 Systems соmЬiпе
lnstrumentation, Consumables, Reagents and Data Management to provide

an efficient wоrkflоw frоm sample processing to rеsult interpretation.

Risk class and
Classification Rule:

Class А, as реr EU Regulation 2017П46, АппехVlll, Rule 5 (а)

Раrt NчmЬеr: Product Name: Basic UDl-Dl:

0699753в 1 90 соЬаs omni Lysis Reagent 7613336о237 4лх

06997546,1 90 cobas omni t\ЛGР Reagent 7613336о237 4лх

0699751 1 1 90 cobas оmпi Specimen Diluent 761333ва237 4рх

06997503 1 90 cobas omni Wash Reagent 76133360237 4^х

7.2.00ВТМРА - Vеrsiоп: 03 - EU of Conformity Class А Device Page 1 of 2



DocuSign Envelope lD: 46220200-АЕ0А-41 F0-80С1 -C342A4DFF 122

Соmmоп Specifications: Not applicable as no Соmmоп Specifications exist for the сопсеrпеd
device.

Conformity of the product with EU Regulation 2017П46 and оthеr applicable EU legislation has been
established,

On behalf of Roche Моlесulаг Systems, lпс

Place: Тuсsоп, дZ

. 2]--De с-2021
Date:

Vice President, Quality Management

Рlасq: Santa Сlаriл, СА . _ **
20*Dec*2a2L

Date:

DocuSigned Ьу:

ДсJ"иil;.

Directo r, Reg ulatory Affairs

Ьу:

Ьоы,*

ffi**h*
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