
EU Declaration of Сопfогmitу
ln accordance with EU Regulation 2017П46 of the Ечrореап Раrliаmепt and of the Council of 5 April
2017 оп iп vitro diagnostic medical devices.

мапчfасturеr: Roche Моlесчlаr Systemsn lпс,
1080 US Highway 2а2 South
ВrапсhЬчrg, NJ 08876
USA

" SingIe Registration NumЬеr (SRN)
мапufасturеr:

US-MF{0001B066

The соЬаs оmпi Amplification Plate 24, Processing Plate 24 апd Liquid Waste
Plate 24 аrе single-use consumables intended fоr use with the cobas@ 5800
System.

The соЬазФ 5800 System supports ап automated and integrated workflow to
rчп Роlуmеrаsе Сhаiп Reaction (PCR) based Nuc|eic Acid Testing (NAT) for
use Ьу trained professiqnals iп lаЬоrаtоry settings. The cobas@ 5800 System
combines the functionalities of instrumentation, consumables, reagents and
data management to provide an efficient workflow frоm sample processing to
result interp rеtаtiоп.

Authorized Re presentative : Roche Diagnostics GmbH
Sandhofer Strasse 1'Iб
68305 Mannheim
Gеппапу

DE_AR-000006262Single Registration NumЬеr (SRN)
Authorized Representative :

This declaration is issued under the sole responsibility of Roche Мо|есчlаr Systems, lпс,

Prod$ct"!nformation

lntended Рчrроsе:

РаЁ NчmЬеr: Рrоdчсt Nаmе: Basic UDl-Dl:

0841 3975001 cobas omni Рrосеssiпg Plate 24 761 333602373AV

0841 3983001 cobas оmпi Liquid Waste Plate 24 761333602373АV

08499853001 cobas omni Amplification Plate 24 761333602373АV
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Risk class and
Classification Rule:

Place: Тuсsоп, дZ

Date:
21-Dec-202L

Ьу:

Jr"tr hоы,*

Vice President, Quality Management

Class А, as реr EU Regulation 20171746, АппехVlll, Rule 5 (а)

соmmоп
Specifications:

Not applicable as no Соmmоп Specifications exist for the сопсеrпеd device

Сопfоrmitу of the product with EU Regulation 2а17П46 and other applicable EU legislation has Ьееп
established.

Оп behalf of Roche Моlесulаr Systems, lпс.

Place: Santa Сlаrа, СА
. 20-De с-2021

Date:

Дс).цil/ч

Dirесtоr, Reg ulatory Аffаirs
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