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EU Declaration of Conformity
ln accordance with EU Regulation 20171746 of the European Parliament and of the Council of 5 April
2017 on in vifro diagnostic medical devices.

Manufacturer: Ventana Medical Systems lnc.
1910 E lnnovation Park Drive
Tucson, AZ85755, USA

SingleRegistrationNumber(SRN) US-MF-000016993
Manufacturer:

Authorized Represe ntative: Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

SingleRegistrationNumber(SRN) DE-AR-000006262
Authorized Represe ntative:

This declaration is issued under the sole responsibility of Ventana Medical Systems lnc.

Product lnformation

Part Number: Product Name: Basic UDI-Dl:
05264839001 (alternative P/N: 650-0'1 0) LCS (Predilute) 761 3336012209U

lntended Purpose:

Risk Class:

Common Specifications :

LCS (Predilute) is a prediluted coverslip solution intended for laboratory use
as a barrier between the aqueous reagents and the air. This barrier
prevents evaporation, thereby providing a stable aqueous environment for
the immunohistochemistry, immunocytochemistry, or in situ hybrid ization
reactions on BenchMark GX and BenchMark XT instruments. This reagent
is intended for in vitro diagnostic use.

Class A

Not applicable as no Common Specifications exist for the concerned device.

Conformity of the product with EU Regulation 20171746 and other applicable EU legislation has been
established.

On behalf of Ventana Medical Systems lnc.

Place: Tucson, AZ 85755, USA Place: Tucson, 4285755, USA

, 22-reb-2022
UAIC: Date: 0L-Ma r-2022

Site Head of Quality Function

Benjamin Curson

Site Head of Regulatory Affa

MSSOP 7.2.OO8TMPA - Version: 02 - EU Declaration of Conformity Class A Device Page 1 of 1

f- 
Docusigned by:

I ffi hoo'nt-
Jdffi#

Jeff'Bociiiti"-



DocuSign Envelope I D: BA31 263E-4 BE6-4AE1 -B1 8B-8E384833F681

EU Declaration of Conformity
ln accordance with EU Regulation 20171746 of the European Parliament and of the Council of 5 April
2017 on in vitro diagnostic medical devices.

Manufacturer: Ventana Medical Systems lnc.
1910 E lnnovation Park Drive
Tucson, 4285755, USA

SingleRegistrationNumber(SRN) US-MF-000016993
Manufacturer:

Autho rized Represe ntative: Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

SingleRegistrationNumber(SRN) DE-AR-000006262
Autho rized Represe ntative:

This declaration is issued under the sole responsibility of Ventana Medical Systems lnc.

Product lnformation

lntended Purpose: ULTRA Cell Conditioning Solution (ULTRA CC2) is a prediluted solution
intended for laboratory use as a pretreatment step in the processing of
formali n-fixed, paraffin-embed ded tiss ue sa m ples d u ri n g

immunohistochemistry and in situ hybridization applications on the
BenchMark ULTRA instrument. This product is intended for in vitro
diagnostic (lVD) use.

Class ARisk Class:

Common Specifications: Not applicable as no Common Specifications exist for the concerned device.

Conformity of the product with EU Regulation 2A17fi46 and other applicable EU legislation has been
established.

On behalf of Ventana Medical Systems lnc.

Place: Tucson, AZ 85755, USA Place: Tucson, AZB5755 USA

Part Number: Product Name: Basic UDI-Dl:
45424542001 (alternative P/N: 950-223) ULTRA Cell Conditioning Solution

(ULTRA CC2)
761 333601 91 484
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EU Declaration of Conformity
ln accordance with EU Regulation 20171746 of the European Parliament and of the Council of 5 April
2017 on in vitro diagnostic medical devices.

Manufacturer:

Single Registration Number (SRN)
Manufacturer:

Autho rized Represe ntative:

Single Registration Number (SRN)
Autho rized Represe ntative:

Ventana Medical Systems lnc.
1910 E lnnovation Park Drive
Tucson, AZ85755, USA

us-MF-000016993

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

DE-AR{00006262

This declaration is issued under the sole responsibility of Ventana Medical Systems lnc,

Product lnformation

lntended Purpose:

Risk Class:

Common Specifications :

VENTANA ISH iVIEW Blue Detection Kit is an indirect biotin streptavidin
system for the detection of fluorescein-labeled probes. The kit is intended to
identify targets by in situ hybridization in sections of formalin-fixed, paraffin-
embedded tissue that are stained on a BenchMark IHC/ISH instrument.
This product is intended for in vitro diagnostic (lVD) use.

Class A

Not applicable as no Common Specifications exist for the concerned device.

Conformity of the product with EU Regulation 2A171746 and other applicable EU legislation has been
established.

On behalf of Ventana Medical Systems lnc.

Place: Tucson, AZ 85755, USA Place: Tucson, AZ 85755 USA

Part Number: Product Name: Basic UDI-Dl:
4527 8511 001 (alternative P/N: 800-092) VENTANA ISH iVlEWB|ue

Detection Kit
761 333601 83485

Date: 29-t'tar-2022

J,-{f hoon -
Jeff Boone

Site Head of Quality Function

28-Nlar-2022

Benjamin Curson ,..

Site Head of Regulatory

MSSOP 7.2.008TMPA - Version: 02 - EU Declaration of Conformity Class A Device Page 1 of 1
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EU Declaration of Conformity
ln accordance with EU Regulation 201 71746 of the European Parliament and of the Council of 5 April
2017 on in vitro diagnostic medical devices.

Manufacturer:

Single Registration Number (SRN)
Manufacturer:

Authorized Represe ntative:

Single Registration Number (SRN)
Authorized Represe ntative:

Ventana Medical Systems lnc.
1910 E lnnovation Park Drive
Tucson, A285755, USA

us-MF{00016993

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannheim
Germany

DE-AR-000006262

This declaration is issued under the sole responsibility of Ventana Medical Systems lnc.

Product lnformation

Part Number: Product Name: Basic UDI-Dl:
45272017001 (alternative P/N: 780-2218\ Red Counterstain ll 76'1333601s07B7

lntended Purpose:

Risk Class:

Red Counterstain ll is intended to aid microscopic bright field observation
for in situ hybridization applications. Red Counterstain ll is for use with
formalin-fixed, paraffin-embedded tissue on a BenchMark IHC/lSH
instrument.
This reagent is intended for in vitro diagnostic (lVD) use.

Class A

Common Specifications: Not applicable as no Common Specifications exist for the concerned device.

Conformity of the product with EU Regulation 20171746 and other applicable EU legislation has been
established.

On behalf of Ventana Medical Systems lnc,

Place: Tucson, AZ 85755, USA

. 29-Mar-2O22
Date:

Lff hoo^,
Jeff Boone

Site Head of Quality Function

Benjamin Curson

Site Head of Regulatory
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EU Declaration of Conformity
ln accordance with EU RegulationZALT/746 of the European Parliament and of the Council of 5 April

2Ot7 on in vitro diagnostic medical devices.

Single Registration Number (SRN)
Autho rized Represe ntative:

Ventana Medical Systems lnc.
1910 E lnnovation Park Drive
Tucson, 4285755, USA

us-MF-000016993

Roche Diagnostics GmbH
Sandhofer Strasse 116
D-68305 Mannheim
Germany

DE-AR400006262

This declaration is issued under the sole responsibility of Ventana Medical Systems lnc.

Product lnformati.on

lntended Purpose: The BenchMark ULTRA instrument is intended to automatically stain
histological or cytological specimens on microscopic slides with specific
immunohistochemistry, immunocytochemistry, ization
reagents for in vitro diagnostic (lVD) u

instrument fully automates the process of
ULTRA
on, and

staining of the qualitative or semi quant ;asan

Manufacturer:

Single Registration Number (SRN)
Manufacturer:

Autho rized Represe ntative.

i,
i

Part Number: Product Name: Basic UDI-Dl:

0534271 6001
(alternative P/N 750-600)

BenchMark ULTRA lnstrument

Accessories

Part Number Product Name Basic UDI-Dl

05424585001
(alternative P/N 1 697400)

Kit, accessory 1, ULTRA

761 3336021 09AA
05424577001
(alternative P/N 2505700)

Kit, accessory 2, ULTRA

05250986001
(alternative P/N 1 650800)

Assembly, waste container and cart

MSSOP 7.2.008TMPA - Version: 03 , EU Declaration of Conformity Class A Device
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Risk Class and
Classification Rule:

Common Specifications:

aid in diagnosis by pathologists. The system is intended for use in the
anatomic pathology (AP) laboratory environment by trained laboratory
personnel who are knowledgeable in histology processes and have basic
computer operation skills

Class A, as per EU Regulation 20171746, Annex Vlll, Rule 5

Not applicable as no Common specifications exist for the concerned
device

Conformity of the product with EU Regulation20171746 and the following EU legislation, which also require
an EU Declaration of Conformity, and other applicable EU legislation, has been established.

- Complies with the requirements of Directive 2A11l65/EU including amendment of Annex ll
2015lB63lEU of 31st March2015 on the restriction of the use of certain hazardous substances in

electrical and electronic equipment (RoHS).

On behalf of Ventana Medical Systems lnc.

Place: Tucson, AZ 85755 USA Place: Tucson AZ 85755 USA

Date: 09 November 2022 Date: 10 ttovember 2022

Site Head of Quality Function

n Curson

Site Head of Regulatory Affairs Function
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EU Declaration of Conformity
ln accordance with EU Regulation 2AL7 /746 of the European Parliament and of the Council of 5 April

2AL7 on in vitro diagnostic medical devices,

Manufacturer:

Single Registration Number (SRN)
Manufacturer:

Authorized Representative.

Single Registration Number (SRN)
Authorized Representative:

Ventana Medical Systems lnc.
1910 E lnnovation Park Drive
Tucson, AZ 85755, USA

us-MF{)00016993

Roche Diagnostics GmbH
Sandhofer Strasse 116
D68305 Mannheim
Germany

DE-AR$00006262

This declaration is issued under the sole responsibility of Ventana Medical Systems lnc.

Product lnformation

lntended Purpose: The BenchMark

histological or

ULTRA PLUS instrument

cytological specimens on

is intended

microscope

Part Number: Product Name: Basic UDI-Dl:

09576797001 BenchMark ULTRA PLUS lnstrument 761 33360263482

lnstall Com ponentslAccessories

Part Number Product Name Basic UDI-Dl

08706905001 BenchMark ULTRA PLUS Accessory Kit

7613336026348208706956001 BenchMark ULTRA PLUS Bottle ship kit

08270635001 BenchMark ULTRA PLUS Assy, Waste
Containers and Cart

$ttooooo{
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Risk Class and
Classification Rule:

Common
Specifications:

immunohistochemistry, immunocytochemistry, or in situ hybridization reagents

tor in vitro diagnostic use.

BenchMark ULTRA PLUS instrument fully automates the processes of baking,

deparaffinization, and staining for the qualitative or semi quantitative detection

of analytes as an aid in diagnosis by pathologists. The system is intended for

use in the anatomic pathology (AP) laboratory environment by trained laboratory

personnel who are knowledgeable in histology processes and have basic

computer operation skills

Class A, as per EU Regulation20171746, Annex Vlll, Rule 5

Not applicable as no common specifications exist for the concerned device

Conformity of the product with EU Regulation20171746 and the following EU legislation, which also require

an EU Declaration of Conformity, and other applicable EU legislation, has been established.

- Complies with the requirements of Directive2011/65/EU including amendment of Annexll2O15/863/EU

of 31 March 2015 on the restriction of the use of certain hazardous substances according to Annex ll

(RoHS lll)

On behalf of Ventana Medical Systems lnc.

Place: Tucson AZ 85755 USA Place. Tucson M 85755 USA

Date: 12 August 2022 Date: 16 august 2022
rDocus'emd by.

L W,O::*,
Jeff'Bi56ife

Site Head of Quality Function Site Head of Regulatory 's Function

MSSOP 7 2.008TMPA - Version: 03 - EU Declaration of Conformity Class A Device Page 2 of 2
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