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EU Dесlагаtiоп of Сопfогmitу
ln ассоrdапсе йth EU Regulation 20171746 of the Ечrореап Parliament and of the Сочпсil of 5 Арril
2017 оп iп йtrа diagnostic medical devices,

мапufасturеr. Vепtапа Medica! Systems lпс.
1910 Е lnnovation Park Driче
Тчсsоп, М 85755, USA

US-мF-000016993Single Registration NumЬеr (SRN)
мапufасturеr:

Authorized Representative: Roche Diagnostics GmЬН
Sandhofer Strasse 116
68305 Mannheim
Gеrmапу

Single Rеgistгаtiоп NumЬеr (SRN)
Auth оriz ed Representative :

DЕ-АRл00006262

This declaration is issued чпdеr the sole responsibility of Ventana Medical Systems lпс.

product lnformation

)еr: Product Nаmе: Basic UDI_DI:
)1 (аltеrпаtiче P/N. 800-2845) Аlu positive Сопtrоl Рrоье 76133з601 869BQ

Intended Рчrроsе:

Risk Class:

Соmmоп Specifications :

Alu PositiveControl РrоЬе is а oocktai! of oligonucleotide рrоЬеs labeled with
fluorescein that is intended fоr the lаЬоrаtоrу use as а positive сопtrоl to
determine the рrеsеrчаtiоп of DNA duriпg sресimеп collection, рrосеssiпg,
fixation and handling, iп sections of formalinfixed, paraffin-embedded tissue
оп а ВепсhМаrk lHC/lSH iпstrumепt, This ргоduсt should Ье iпtеrрrеtеd Ьу
а qualified pathologist iп conjunction with histological examination, rеlечапt
clinioal information, and рrореr сопtrоls.

Class В

Not applicable аs по Соmrпоп ýpecificationý exist fоr the сопсеrпеd device.

Nаmе, Аddrёsý апd
ldentification пчmьеr of
the Notified Body:

TUV SOD Product Sеrчiсе GmЬН (No. 0123)
RidlerstraBe 65
803з9 MUNсHEN
Gеrmапу

Conformity Assessment was eýablished through the.procedure described iп Аппех
2017174B, including ап asýessment of the Technica| Documentation аs described in
This declaration is sчррогtеd Ьу the fоllойпg ceЁificate(s):

EU Quality Management System Certificate: V12 096981 0003
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Conformity of the product йth EU Regulation 2а17П46 апd оthеr applicable EU legislation has been
established.

Оп behalf of Vепtапа Medical Systems lnc.

Place: Тuсsоп, М В5755, USA Place: Тuсsоп, М 85755, USA

Date,.27 octobe г 2022 Date: 26 ОсtоЬег 7022
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Site Head of Quality Fuпсtiоп
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Site Head of Regulatory Affairs Function
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