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EU Declaration of Conformity
lп ассоrdапсе with EU Regulation 2017П4В of the European Parliament and of the Сочпсil of 5 April
2017 оп iп vitrо diagnostic medical devices.

мапufасturеr: Roche Моlесulаr Systems, lпс.
1080 US Highway 202 South
ВrапсhЬчrg, NJ 08876
USA

" Single Registration NumЬеr (SRN)
мапчfасturеr:

lntended Рчrроsе]

Risk Glass and
Classification Rule:

Authorized Representative Roche Diagnostics GmbH
Sandhofer Strasse 1 16
68305 Mannheim
Gеrmапу

DE-AR-000006262Single Registration NчmЬеr (SRN)
Authorized Representative :

This declaration is issued чпdеr the so|e responsibility of Roche Моlесчlаr Systems, lnc.

Рrоdчсt lnformation

US-MF{00018066

The cobas оmпi reagents аrе fоr use with the cobas@ 5В00/6В00/ВВ00
Systems.

The соЬаsФ5800/6В00/8В00 Systems suррогt ап automated and integrated
workflow to гuп Роlуmегаsе Chain Reaction (PCR) based Nucleic Acid
Testing (NAT)" The cobas@ 5В00/6В00/ВВ00 Systems соmьiпе
lnstrumentation, Consumables, Reagents and Data Мапаgеmепt to provide
ап efficient workflow frоm sample рrосеssiпg to rеsult interpretation.

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

РаЁ NчmЬеr: Product Nаmе: Basic UDl-Dl:

069975381 90 cobas оmпi Lysis Reagent 7613зз602374ж
069975461 90 cobas omni MGP Reagent 761333602374ж

0699751 1 1 90 cobas оmпi Specimen Diluent 761333602374ж

06997503 1 90 cobas оmпi Wash Reagent 761333602374ж
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Соmmоп Specifications: Not applicable as по Соmmоп Specifications exist fоr the concemed
device.

Сопfогmitу of the product with EU Regulation 2017П46 and other applicable EU legЫation has Ьееп
established.

Оп behalf of Roche Моlесulаr Systems, lпс.

Place: Тuсsоп. дZ Place: Sапtа Сlаrа. сА

Date
zL-Dec -202L 20-De с-2021_

Date:

Ьу: Ьу:

Jфhoa,* Айцillч

Vice President, Qualiý Management Directo r, Reg ulatory Аffаirs
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