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EU Dесlагаtiоп of Confoгmity
lп ассоrdапсе with EU Regulation 2OL7/746 of the Ечrореап Parliament апd of the Сочпсil of 5 April
2OL7 оп iп vitro diagnostic medical devices.

мапufасturеr: Vепtапа Medical Systemý lпс.
1910 Е lппочаtiоп Раrk Drive
Тчсsоп, AZ 85755, USA

US-MF-000016993Single Registration NчmЬеr (SRN)
м ап ufactu rеr:

Autho rized R ерrеsе ntative: Roche Diagnostics GmbH
Sапd hofer ýtrаssе 1 16
D-68305 маппhеim
Gеrmапу

Single Registration NчmЬеr (SRN)
Autho rized Rерrеsе ntative:

DE_AR_000006262

This declaration is issued чпdеr the so|e responsibility of Ventana Medical Systems lпс,

product lnformation

Intended Рчrроýе: The ВепсhМаrk ULTRA iпstrчmепt is intended to automatically stain
histological оr cytological specimens оп miсrоsсор with specific
immunohistochemistry, immunocytochemistry,
геаgепts fоr in чitrо diagnostic (lVD) LTRA
iпstrumепt fully automates the рrосеss of
staining of the qualitative оr semi q

and
ýап

РаЁ NчmЬеr: Product Nаmе: Basic UDl_Dl:

а53427 1 6001
(alternative P/N 750-600)

Вепсh Маrk U LTRA lпstrчmепt

Accessories

Part NчmЬеr product Nаmе Basic UDl-Dl

а54245в5001
(аltеrпаtiче P/N 1697400)

Kit, accessory 1, ULTRA

76lзззб a2lOgAA
а5424577аа1
(alternative P/N 2505700)

Kit, accessory 2, ULTRA

05250986001
(alternative P/N 1 650В00)

Assembly, waste сопtаiпеr and саrt
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Risk class апd
Classification Rчlе:

aid iп diagnosis Ьу pathologists. The system is intended fоr use in the

anatomic pathology (Ар) lаЬоrаtоrУ епчirопmепt Ьу trained lаЬоrаtоrу

реrsоппеl who аrе knowledgeable iп histology рrосеsýеs and have basic

computer operation skills

Class А, as реr ЕU Regulation 20171746, Аппех Vlll, RUle 5

соmmоп specifications: Not applicable as по Соmmоп specifications exist for the сопсеrпеd

device

Сопfоrmitу of the product with EU Regulation 2оl7П46 and the following EU legislation, which also require

ап Eu Dесlаrаtiоп of Сопfоrmitу, and other applicable Eu legislation, has Ьееп established.

] Complies with the requirements of Directive 201 1/65/EU including amendment of Annex ll

2015/86з/ЕU of зlst March 2015 оп the restriction of the use of certain hazardous substances in

electrical and еlесtrопiс equipment (RoHý).

Оп behalf of Ventana Medical Systems lпс.

Place: Тuсsоп, AZ USA Place: Tucso п лZ 85755. USA
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