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EU Declaration of Conformity 
In accordance with EU Regulation 2017/746 of the European Parliament and of the Council of 5 April 
2017 on in vitro diagnostic medical devices. 
 
 

Manufacturer: Ventana Medical Systems Inc. 

1910 E Innovation Park Drive                                         

Tucson, AZ 85755, USA 

Single Registration Number (SRN) 

Manufacturer:  

US-MF-000016993 

Authorized Representative: Roche Diagnostics GmbH 

Sandhofer Strasse 116 

68305 Mannheim 

Germany 

Single Registration Number (SRN) 

Authorized Representative:  

DE-AR-000006262 

 

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

Product Information 

Part Number: Product Name: Basic UDI-DI: 

05986818001 (alternative P/N: 790-4462) CONFIRM anti-Cytokeratin 7 
(SP52) Rabbit Monoclonal Primary 
Antibody 

761333601187AP 

 

Intended Purpose:  CONFIRM anti-Cytokeratin 7 (SP52) Rabbit Monoclonal Primary Antibody is 

intended for laboratory use in the qualitative immunohistochemical detection 

of cytokeratin 7 (CK7) by light microscopy in sections of formalin-fixed, 

paraffin-embedded tissue stained on a BenchMark IHC/ISH instrument. 

Risk Class:  Class C 

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

Name, Address and 

Identification number of 

the Notified Body:  

TÜV SÜD Product Service GmbH (No. 0123) 

Ridlerstraße 65 

80339 MÜNCHEN 

Germany 

 

Conformity Assessment was established through the procedure described in Annex IX of EU Regulation 

2017/746, including an assessment of the Technical Documentation as described in Annex IX, Chapter II. 
This declaration is supported by the following certificate(s): 

EU Quality Management System Certificate: V12 096981 0003 

 

DocuSign Envelope ID: 9B94172A-637C-4523-908F-B2BCE37615B4

VV-REG-036370
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Conformity of the product with EU Regulation 2017/746 and other applicable EU legislation has been 

established. 

 

On behalf of Ventana Medical Systems Inc. 

 

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

Date:   Date:  

 

 

  

Jeff Boone   Benjamin Curson 

Site Head of Quality Function  Site Head of Regulatory Affairs Function 

 

DocuSign Envelope ID: 9B94172A-637C-4523-908F-B2BCE37615B4

21-Jun-202222-Jun-2022

VV-REG-036370



Ventana Medical Systems, Inc.Ve VENTANA Innovation Park Drive
Tucson, Arizona 85755
Phone: (520) 887-2155

Toll Free: (800)-227-2155

Declaration of Conformity to 98/79/EC

Manufacturer: Ventana Medical Systems, Inc.
1910 E. Innovation Park Drive
Tucson, AZ USA 85755

European Authorized ROCHE DIAGNOSTICS GmbH
Representative: Sandhofer Strasse 116

D-68305 Mannheim
Germany

Manufacturing Site: Tucson, AZ USA

Ventana Roche

Product name/ anti-Cytokeratin 10 (SP99) 790-4562 06425135001
Rabbit Monoclonal PrimaryCatalogue No. Antibody

Technical Data File: TDF-0435

Classification: General IVD

Conformity Assessment: 98/79/EC Annex III

Ventana Medical Systems, Inc. declares that the product(s) listed is/are in conformity
with the essential requirements ofAnnex | of Council Directive 98/79/EC. All supporting
documentation is retained under the premise of the Manufacturer.

Ventana Medical Systems, Inc. maintains a quality system based on EN ISO 13485:2012/
EN ISO 13485:2012 + AC:2012 as certified by TUV Rheinland LGA Products GmbH (Notified
Body No. 0197).

Place of Issue: Tucson, AZ USA 85755
Name of Authorized Signatory: Fatima Pereira

Director, International Regulatory Affairs

Signature: -

Page 1 of1
DOC-0435 Rev C

RFT-011-01 Rev D
VV-REG-002339
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EU Declaration of Conformity 
In accordance with EU Regulation 2017/746 of the European Parliament and of the Council of 5 April 
2017 on in vitro diagnostic medical devices. 
 
 

Manufacturer: Ventana Medical Systems Inc. 

1910 E Innovation Park Drive                                         

Tucson, AZ 85755, USA 

Single Registration Number (SRN) 

Manufacturer:  

US-MF-000016993 

Authorized Representative: Roche Diagnostics GmbH 

Sandhofer Strasse 116 

68305 Mannheim 

Germany 

Single Registration Number (SRN) 

Authorized Representative:  

DE-AR-000006262 

 

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

Product Information 

Part Number: Product Name: Basic UDI-DI: 

05587760001 (alternative P/N: 790-4431) CONFIRM anti-Cytokeratin 20 
(SP33) Rabbit Monoclonal Primary 
Antibody 

761333601185AK 

 

Intended Purpose:  CONFIRM anti-Cytokeratin 20 (SP33) Rabbit Monoclonal Primary Antibody 

is intended for laboratory use in the qualitative immunohistochemical 

detection of cytokeratin 20 (CK20) by light microscopy in sections of formalin-

fixed, paraffin-embedded tissue stained on a BenchMark IHC/ISH instrument. 

Risk Class:  Class C 

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

Name, Address and 

Identification number of 

the Notified Body:  

TÜV SÜD Product Service GmbH (No. 0123) 

Ridlerstraße 65 

80339 MÜNCHEN 

Germany 

 

Conformity Assessment was established through the procedure described in Annex IX of EU Regulation 

2017/746, including an assessment of the Technical Documentation as described in Annex IX, Chapter II. 
This declaration is supported by the following certificate(s): 

EU Quality Management System Certificate: V12 096981 0003 

 

DocuSign Envelope ID: 9B94172A-637C-4523-908F-B2BCE37615B4

VV-REG-036374
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Conformity of the product with EU Regulation 2017/746 and other applicable EU legislation has been 

established. 

 

On behalf of Ventana Medical Systems Inc. 

 

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

Date:   Date:  

 

 

  

Jeff Boone   Benjamin Curson 

Site Head of Quality Function  Site Head of Regulatory Affairs Function 

 

DocuSign Envelope ID: 9B94172A-637C-4523-908F-B2BCE37615B4

21-Jun-202222-Jun-2022

VV-REG-036374
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EU Declaration of Conformity 
In accordance with EU Regulation 2017/746 of the European Parliament and of the Council of 5 April 
2017 on in vitro diagnostic medical devices. 
 
 

Manufacturer: Ventana Medical Systems Inc. 
1910 E Innovation Park Drive                                         
Tucson, AZ 85755, USA 

Single Registration Number (SRN) 
Manufacturer:  

US-MF-000016993 

Authorized Representative: Roche Diagnostics GmbH 
Sandhofer Strasse 116 
68305 Mannheim 
Germany 

Single Registration Number (SRN) 
Authorized Representative:  

DE-AR-000006262 

 

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

Product Information 

Part Number: Product Name: Basic UDI-DI: 
06364497001 (alternative P/N: 790-4536) 
06419445001 (alternative P/N: 790-1010) 

VENTANA Basal Cell Cocktail 
(34βE12+p63) 

761333601383AR 

 
Intended Purpose:  VENTANA Basal Cell Cocktail (34βE12+p63) is an antibody cocktail of 

anti-p63 (4A4) and anti-keratin (34βE12) mouse monoclonal antibodies. 
VENTANA Basal Cell Cocktail (34βE12+p63) is intended for laboratory use 
in the qualitative immunohistochemical detection of p63 and cytokeratin 5 in 
sections of formalin-fixed, paraffin-embedded tissue stained on a 
BenchMark IHC/ISH instrument. 
 

Risk Class:  Class C 

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

Name, Address and 
Identification number of 
the Notified Body:  

TÜV SÜD Product Service GmbH (No. 0123) 
Ridlerstraße 65 
80339 MÜNCHEN 
Germany 

 

Conformity Assessment was established through the procedure described in Annex IX of EU Regulation 
2017/746, including an assessment of the Technical Documentation as described in Annex IX, Chapter II. 
This declaration is supported by the following certificate(s): 

DocuSign Envelope ID: AAF065A8-D4C8-4F6D-B9CA-5EDD93FA486C

VV-REG-037042
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EU Quality Management System Certificate: V12 096981 0003 
 

Conformity of the product with EU Regulation 2017/746 and other applicable EU legislation has been 
established. 

 

On behalf of Ventana Medical Systems Inc. 
 

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

Date:   Date:  
 

 

  

Jeff Boone   Benjamin Curson 

Site Head of Quality Function  Site Head of Regulatory Affairs Function 

 

DocuSign Envelope ID: AAF065A8-D4C8-4F6D-B9CA-5EDD93FA486C

19-Jul-202218-Jul-2022

VV-REG-037042
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EU Declaration of Conformity 
In accordance with EU Regulation 2017/746 of the European Parliament and of the Council of 5 April 
2017 on in vitro diagnostic medical devices. 
 
 

Manufacturer: Ventana Medical Systems Inc. 
1910 E Innovation Park Drive                                         
Tucson, AZ 85755, USA 

Single Registration Number (SRN) 
Manufacturer:  

US-MF-000016993 

Authorized Representative: Roche Diagnostics GmbH 
Sandhofer Strasse 116 
68305 Mannheim 
Germany 

Single Registration Number (SRN) 
Authorized Representative:  

DE-AR-000006262 

 

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

Product Information 

Part Number: Product Name: Basic UDI-DI: 
05267005001 (alternative P/N: 760-2513) CONFIRM anti-Desmin (DE-R-11) 

Primary Antibody 
761333601892BK 

 
Intended Purpose:  CONFIRM anti-Desmin (DE-R-11) is intended for laboratory use in the 

qualitative immunohistochemical detection of desmin by light microscopy in 
sections of formalin-fixed, paraffin-embedded tissue stained on a 
BenchMark IHC/ISH instrument. 

Risk Class:  Class C 

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

Name, Address and 
Identification number of 
the Notified Body:  

TÜV SÜD Product Service GmbH (No. 0123) 
Ridlerstraße 65 
80339 MÜNCHEN 
Germany 

 

Conformity Assessment was established through the procedure described in Annex IX of EU Regulation 
2017/746, including an assessment of the Technical Documentation as described in Annex IX, Chapter II. 
This declaration is supported by the following certificate(s): 

EU Quality Management System Certificate: V12 096981 0003 
 

DocuSign Envelope ID: AAF065A8-D4C8-4F6D-B9CA-5EDD93FA486C

VV-REG-037041
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Conformity of the product with EU Regulation 2017/746 and other applicable EU legislation has been 
established. 

 

On behalf of Ventana Medical Systems Inc. 
 

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

Date:   Date:  
 

 

  

Jeff Boone   Benjamin Curson 

Site Head of Quality Function  Site Head of Regulatory Affairs Function 

 

DocuSign Envelope ID: AAF065A8-D4C8-4F6D-B9CA-5EDD93FA486C

19-Jul-202218-Jul-2022

VV-REG-037041



® Ventana Medical Systems,
VENTANA 1910 E. Innovation Park Drive

Tucson, Arizona 85755

of the Group Phone: (520) 887-2155
Toll Free: (800)-227-2155

www.ventana.com

Declaration of Conformity to 98/79/EC

Manufacturer: Ventana Medical Systems, Inc.
1910 E. Innovation Park Drive
Tucson, AZ USA 85755

European Authorized ROCHE DIAGNOSTICS GmbH
Representative: Sandhofer Strasse 116

D-68305 Mannheim
Germany

Manufacturing Site: Tucson, AZ USA

Ventana Roche

Product name/ CONFIRM anti-EGFR (5B7) Rabbit 790-4347 05278457001

Catalogue No. Monoclonal Primary Antibody

Technical Data File: TDF-0329

Classification: General IVD

Conformity Assessment: 98/79/EC Annex

Ventana Medical Systems, Inc. declares that the product(s) listed is/are in conformity
with the essential requirements ofAnnex | of Council Directive 98/79/EC. All supporting
documentation is retained under the premise of the Manufacturer.

Ventana Medical Systems, Inc. maintains a quality system based on EN ISO 13485:2012/
EN ISO 13485:2012 + AC:2012 as certified by TUV Rheinland LGA Products GmbH (Notified
Body No. 0197).

Place of Issue: Tucson, AZ USA 85755
Name of Authorized Signatory: Fatima Pereira

Director, International Regulatory Affairs

Signature:
‘

Date:

Page 1 of 1
DOC-0329 Rev D

RFT-011-01 Rev D
VV-REG-002431
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EU Declaration of Conformity 
In accordance with EU Regulation 2017/746 of the European Parliament and of the Council of 5 April 
2017 on in vitro diagnostic medical devices. 
 
 

Manufacturer: Ventana Medical Systems Inc. 

1910 E Innovation Park Drive                                         

Tucson, AZ 85755, USA 

Single Registration Number (SRN) 

Manufacturer:  

US-MF-000016993 

Authorized Representative: Roche Diagnostics GmbH 

Sandhofer Strasse 116 

68305 Mannheim 

Germany 

Single Registration Number (SRN) 

Authorized Representative:  

DE-AR-000006262 

 

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

Product Information 

Part Number: Product Name: Basic UDI-DI: 

06478450001 (alternative P/N: 790-4576) anti-ERG (EPR3864) Rabbit 
Monoclonal Primary Antibody 

761333601233A5 

 

Intended Purpose:  Anti-ERG (EPR3864) Rabbit Monoclonal Primary Antibody is intended for 

laboratory use in the qualitative immunohistochemical detection of both 

wildtype ERG, and truncated ERG resulting from ERG gene rearrangement 

in sections of formalin-fixed, paraffin-embedded tissue stained on a 

BenchMark IHC/ISH instrument. This product should be interpreted by a 

qualified pathologist in conjunction with histological examination, relevant 

clinical information, and proper controls. This antibody is intended for in vitro 

diagnostic (IVD) use. 

Risk Class:  Class C 

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

Name, Address and 

Identification number of 

the Notified Body:  

TÜV SÜD Product Service GmbH (No. 0123) 

Ridlerstraße 65 

80339 MÜNCHEN 

Germany 

 

Conformity Assessment was established through the procedure described in Annex IX of EU Regulation 

2017/746, including an assessment of the Technical Documentation as described in Annex IX, Chapter II. 
This declaration is supported by the following certificate(s): 

DocuSign Envelope ID: BA31263E-4BE6-4AE1-B18B-8E3B4B33F681

VV-REG-033062
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EU Quality Management System Certificate: V12 096981  

 

Conformity of the product with EU Regulation 2017/746 and other applicable EU legislation has been 

established. 

 

On behalf of Ventana Medical Systems Inc. 

 

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

Date:   Date:  

 

 

  

Jeff Boone   Benjamin Curson 

Site Head of Quality Function  Site Head of Regulatory Affairs Function 

 

DocuSign Envelope ID: BA31263E-4BE6-4AE1-B18B-8E3B4B33F681

01-Mar-202222-Feb-2022

VV-REG-033062
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EU Declaration of Conformity 
In accordance with EU Regulation 2017/746 of the European Parliament and of the Council of 5 April 
2017 on in vitro diagnostic medical devices. 
 
 

Manufacturer: Ventana Medical Systems Inc. 

1910 E Innovation Park Drive                                         

Tucson, AZ 85755, USA 

Single Registration Number (SRN) 

Manufacturer:  

US-MF-000016993 

Authorized Representative: Roche Diagnostics GmbH 

Sandhofer Strasse 116 

68305 Mannheim 

Germany 

Single Registration Number (SRN) 

Authorized Representative:  

DE-AR-000006262 

 

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

Product Information 

Part Number: Product Name: Basic UDI-DI: 

05479282001 (alternative P/N: 790-4366) CONFIRM anti-Melanosome 
(HMB45) Mouse Monoclonal 
Primary Antibody 

761333601209A8 

 

Intended Purpose:  CONFIRM anti-Melanosome (HMB45) Mouse Monoclonal Primary Antibody 

is intended for laboratory use in the qualitative immunohistochemical 

detection of premelanosome protein (PMEL) by light microscopy in sections 

of formalin-fixed, paraffin-embedded tissue stained on a BenchMark IHC/ISH 

instrument. 

Risk Class:  Class C 

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

Name, Address and 

Identification number of 

the Notified Body:  

TÜV SÜD Product Service GmbH (No. 0123) 

Ridlerstraße 65 

80339 MÜNCHEN 

Germany 

 

Conformity Assessment was established through the procedure described in Annex IX of EU Regulation 

2017/746, including an assessment of the Technical Documentation as described in Annex IX, Chapter II. 
This declaration is supported by the following certificate(s): 

EU Quality Management System Certificate: V12 096981 0003 

DocuSign Envelope ID: 9B94172A-637C-4523-908F-B2BCE37615B4

VV-REG-036361
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Conformity of the product with EU Regulation 2017/746 and other applicable EU legislation has been 

established. 

 

On behalf of Ventana Medical Systems Inc. 

 

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

Date:   Date:  

 

 

  

Jeff Boone   Benjamin Curson 

Site Head of Quality Function  Site Head of Regulatory Affairs Function 

 

DocuSign Envelope ID: 9B94172A-637C-4523-908F-B2BCE37615B4

21-Jun-202222-Jun-2022

VV-REG-036361
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EU Declaration of Conformity 
In accordance with EU Regulation 2017/746 of the European Parliament and of the Council of 5 April 
2017 on in vitro diagnostic medical devices. 
 
 

Manufacturer: Ventana Medical Systems Inc. 

1910 E Innovation Park Drive                                         

Tucson, AZ 85755, USA 

Single Registration Number (SRN) 

Manufacturer:  

US-MF-000016993 

Authorized Representative: Roche Diagnostics GmbH 

Sandhofer Strasse 116 

68305 Mannheim 

Germany 

Single Registration Number (SRN) 

Authorized Representative:  

DE-AR-000006262 

 

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

Product Information 

Part Number: Product Name: Basic UDI-DI: 

05278384001 (alternative P/N: 790-4286) CONFIRM anti-Ki-67 (30-9) Rabbit 
Monoclonal Primary Antibody 

761333601192AG 

 

Intended Purpose:  CONFIRM anti-Ki-67 (30-9) Rabbit Monoclonal Primary Antibody is intended 

for laboratory use in the qualitative immunohistochemical detection of Ki-67 

protein by light microscopy in sections of formalin-fixed, paraffin-embedded 

tissue stained on a BenchMark IHC/ISH instrument. 

Risk Class:  Class C 

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

Name, Address and 

Identification number of 

the Notified Body:  

TÜV SÜD Product Service GmbH (No. 0123) 

Ridlerstraße 65 

80339 MÜNCHEN 

Germany 

 

Conformity Assessment was established through the procedure described in Annex IX of EU Regulation 

2017/746, including an assessment of the Technical Documentation as described in Annex IX, Chapter II. 
This declaration is supported by the following certificate(s): 

EU Quality Management System Certificate: V12 096981 0003 

 

DocuSign Envelope ID: 9B94172A-637C-4523-908F-B2BCE37615B4

VV-REG-036375
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Conformity of the product with EU Regulation 2017/746 and other applicable EU legislation has been 

established. 

 

On behalf of Ventana Medical Systems Inc. 

 

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

Date:   Date:  

 

 

  

Jeff Boone   Benjamin Curson 

Site Head of Quality Function  Site Head of Regulatory Affairs Function 

 

DocuSign Envelope ID: 9B94172A-637C-4523-908F-B2BCE37615B4

21-Jun-202222-Jun-2022

VV-REG-036375
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EU Declaration of Conformity 
In accordance with EU Regulation 2017/746 of the European Parliament and of the Council of 5 April 
2017 on in vitro diagnostic medical devices. 
 
 

Manufacturer: Ventana Medical Systems Inc. 

1910 E Innovation Park Drive                                         

Tucson, AZ 85755, USA 

Single Registration Number (SRN) 

Manufacturer:  

US-MF-000016993 

Authorized Representative: Roche Diagnostics GmbH 

Sandhofer Strasse 116 

68305 Mannheim 

Germany 

Single Registration Number (SRN) 

Authorized Representative:  

DE-AR-000006262 

 

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

Product Information 

Part Number: Product Name: Basic UDI-DI: 

05278350001 (alternative P/N: 790-
2990) 

CONFIRM anti-MART-1/melan A (A103) 
Mouse Monoclonal Primary Antibody 

761333601189AT 

 

Intended Purpose:  CONFIRM anti-MART-1/melan A (A103) Mouse Monoclonal Primary 

Antibody is intended for laboratory use in the qualitative 

immunohistochemical detection of melan A by light microscopy in sections of 

formalin-fixed, paraffin-embedded tissue stained on a BenchMark IHC/ISH 

instrument. 

 

Risk Class:  Class C 

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

Name, Address and 

Identification number of 

the Notified Body:  

TÜV SÜD Product Service GmbH (No. 0123) 

Ridlerstraße 65 

80339 MÜNCHEN 

Germany 

 

Conformity Assessment was established through the procedure described in Annex IX of EU Regulation 

2017/746, including an assessment of the Technical Documentation as described in Annex IX, Chapter II. 
This declaration is supported by the following certificate(s): 

EU Quality Management System Certificate: V12 096981 0003 

 

VV-REG-039802
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Conformity of the product with EU Regulation 2017/746 and other applicable EU legislation has been 

established. 

 

On behalf of Ventana Medical Systems Inc. 

 

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

Date:   Date:  

 

 

  

Jeff Boone   Benjamin Curson 

Site Head of Quality Function  Site Head of Regulatory Affairs Function 

 

VV-REG-039802







Ventana Medical Systems, Inc.
1910 E. Innovation Park Drive

Tucson, Arizona 85755

of the Roche Group Phone: (520) 887-2155
Toll Free: (800)-227-2155

www.ventana.com

Declaration of Conformity to 98/79/EC

Manufacturer: Ventana Medical Systems, Inc.
1910 E. Innovation Park Drive
Tucson, AZ USA 85755

European Authorized ROCHE DIAGNOSTICS GmbH
Representative: Sandhofer Strasse 116

D-68305 Mannheim
Germany

Manufacturing Site: Tucson, AZ USA

Ventana Roche

Product name/ CONFIRM anti-MSH6 (44) 790-4455 05929911001
Mouse Monoclonal PrimaryCatalogue No. Antibody

Technical Data File: TDF-0412

Classification: General IVD

Conformity Assessment: 98/79/EC Annex III

Ventana Medical Systems, Inc. declares that the product(s) listed is/are in conformity
with the essential requirements of Annex | of Council Directive 98/79/EC. All supporting
documentation is retained under the premise of the Manufacturer.

Ventana Medical Systems, Inc. maintains a quality system based on EN ISO 13485:2012/
EN ISO 13485:2012 + AC:2012 as certified by TUV Rheinland LGA Products GmbH (Notified
Body No. 0197).

Place of Issue: Tucson, AZ USA 85755
Name of Authorized Signatory: Troy Quander

Vice President, Regulatory Affairs

~

Page 1 of 1
DOC-0412 Rev C

RFT-011-01 Rev D
VV-REG-002364
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