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TOSOH COttPORATHON
TOSOH

EU DECLARAT10N OF CONFORMITY
According to Annex IV ofthe iVD Regulation(EU)2017/746

Manufacturer
SRN
Address
Authorised Representative

Address

Basic UD卜 DI
Product Name
Cat No.

Ctass

Tosoh CorpOration
JP-lMF-000024143
3-8-2,Shiba,Minato― ku,Tokyo 105-8623,Japan
Tosoh Europe N.V.
Transportstraat 4,B-3980 Tessenderio,Belgium

This EU declaration of conforr¬ ity is issued underthe sole responsibility of Tosoh

Corporadon.

456018921000006277
AIA― PACK SUBSTRATE SET H
0020968
A

This device is in conforrnity with the Regulation(EU)2017′ 746 and other relevant

Union tegislation that provides forthe issuing of an EU dectaration of conforrnity.

3-8-2,Shiba,Minato― ku
Tokyo 105-8623,Japan

2022-05-26

Yutaka Tahara
Quality Assurance Manager
Biosclence Divlsion

Tosch CorpOration

安
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Tosoh Europe N.V./S.A., Transportstraat 4, Industrieterrein Ravenshout 5353, 3980 Tessenderlo, Belgium
    
Tel: +32 (0)13 66 88 30 – Fax: +32 (0)13 66 47 49 
www.tosohbioscience.com  

Declaration of Conformity 
 
 
This is to certify that following In-Vitro Diagnostic Medical Devices: 

Product name Product code Basic UDI-DI 

AIA-PACK WASH CONCENTRATE 0020955 5430000495000020955MW 

 

 

are manufactured and sold by: 

Tosoh Europe NV 

Transportstraat 4, Tessenderlo 

Single Registration Number: BE-MF-000000210 

 

These products: 

1. Are classified as Class A devices per Rule 5a of Annex VIII of the In-Vitro Diagnostic Medical 
Device Regulation 2017/746 as amended. 

2. Are in conformity with the In Vitro Diagnostic Medical Device Regulation 2017/746 as 
amended. 

3. Comply with the relevant general safety and performance requirements set out in Annex I of 
the In Vitro Diagnostic Medical Device Regulation 2017/746 as amended. 

4. Are manufactured in facilities having a Full Quality System in place based on ISO 13485: 
2016. This certificate has been issued by TÜV Rheinland. 

 
This compliance has been documented using a checklist created from Annex I of the European In 
Vitro Diagnostic Medical Device Regulation, linked to all supporting Technical Documentation set 
out in Annexes II and III of this Regulation. This documentation includes both product specific and 
process (Quality System) specific documents. 
 

• This Declaration is issued under the sole responsibility of Tosoh Europe NV. 
• This Declaration is issued by Tosoh Europe NV and has unlimited time validity. 
• This Declaration is signed below, certifying these requirements have been met and documented. 
 

 
 
 

 

 

Ioannis Bekatoros 

Senior Quality Assurance & Regulatory Affairs Manager 

Thursday, May 19, 2022 
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Tosoh Europe N.V./S.A., Transportstraat 4, Industrieterrein Ravenshout 5353, 3980 Tessenderlo, Belgium
    
Tel: +32 (0)13 66 88 30 – Fax: +32 (0)13 66 47 49 
www.tosohbioscience.com  

Declaration of Conformity 
 
 
This is to certify that following In-Vitro Diagnostic Medical Devices: 

Product name Product code Basic UDI-DI 

AIA-PACK DILUENT CONCENTRATE 0020956 5430000495000020956MY 

 

 

are manufactured and sold by: 

Tosoh Europe NV 

Transportstraat 4, Tessenderlo 

Single Registration Number: BE-MF-000000210 

 

These products: 

1. Are classified as Class A devices per Rule 5a of Annex VIII of the In-Vitro Diagnostic Medical 
Device Regulation 2017/746 as amended. 

2. Are in conformity with the In Vitro Diagnostic Medical Device Regulation 2017/746 as 
amended. 

3. Comply with the relevant general safety and performance requirements set out in Annex I of 
the In Vitro Diagnostic Medical Device Regulation 2017/746 as amended. 

4. Are manufactured in facilities having a Full Quality System in place based on ISO 13485: 
2016. This certificate has been issued by TÜV Rheinland. 

 
This compliance has been documented using a checklist created from Annex I of the European In 
Vitro Diagnostic Medical Device Regulation, linked to all supporting Technical Documentation set 
out in Annexes II and III of this Regulation. This documentation includes both product specific and 
process (Quality System) specific documents. 
 

• This Declaration is issued under the sole responsibility of Tosoh Europe NV. 
• This Declaration is issued by Tosoh Europe NV and has unlimited time validity. 
• This Declaration is signed below, certifying these requirements have been met and documented. 
 

 
 
 

 

 

Ioannis Bekatoros 

Senior Quality Assurance & Regulatory Affairs Manager 

Thursday, May 19, 2022 
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TOSOtt CORPORATHON
TOSOH

EU DECLARAT10N FC NF RMITY
According to Annex IV ofthe iVD Regulation(EU)2017/746

Manufacturer
SRN
Address
Authorised Representative

AddK)SS

Basic UD卜 DI

Product Name
Cat No.
Ctass

Tosoh CorpOration
」P-lⅥ F-000024143
3-8-2,Shiba,Minato― ku,Tokyo 105-8623,Japan
Tosoh Europe N.V.
Transportstraat 4,B-3980 Tessenderio,Belgium

This EU dectaration of conforr¬ ity is issued underthe sole responsibility of Tosoh

Corporation.

456018921000006073
AIA―PACK DETECTOR STANDARDIZATION TEST CUP
0020970
A

This device is in conforrnity with the Regulation(EU)2017/746 and other relevant

Union legistation that provides forthe issuing of an EU dectaration of conforrnity.

3-8-2,Shiba,Minato― ku
Tokyo 105-8623,」 apan

2022-05-26

Yutaka Tahara
Quality Assurance Manager
Bioscience Divlsion

Tosch CorpOration
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TOSOtt CORPORATHON
TOSOH

EU DECLARAT!ON OF CONFORMITY
According to Annex IV ofthe lVD Regulation(EU)2017/746

Manufacturer
SRN
Address
Authorised Representative
Address

Basic UD卜 DI

Product Name
Cat No.
Class

Tosoh CorpOration
」P-lMF-000024143
3-8-2,Shiba,Minato― ku,Tokyo 105-8623,」 apan
Tosoh Europe N.V.
Transportstraat 4,B-3980 Tessenderio,Belgium

This EU dectaration of conforrnity is issued underthe sole responsibility of Tosoh

Corporadon.

456018921000006175
AIA―PACK SAMPLE TREATMENT CUP
0020971
A

This device is in conforrmity with the Regulation(EU)2017′ 746 and other relevant

Union tegislation that provides forthe issuing of an EU dectaration of conforrnity.

3-8-2,Shiba,Minato― ku

Tokyo 105-8623,Japan

2022-05-26

Yutaka Tahara
Quality Assurance Manager
Biosclence Divlsion

Tosoh CorpOrauon

プ＼
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Tosoh Europe N.V./S.A., Transportstraat 4, Industrieterrein Ravenshout 5353, 3980 Tessenderlo, Belgium
    
Tel: +32 (0)13 66 88 30 – Fax: +32 (0)13 66 47 49 
www.tosohbioscience.com  

 
 

To Whom it May Concern 
 
 
 
 
 
We, TOSOH EUROPE N.V., hereby declare that the following products are consumables to 
Tosoh HPLC HLC-723x series analyzers and are not In Vitro Diagnostic Devices, as they 
do not meet the pertinent definition as stipulated in Directive 98/79/EC and the IVD 
Regulation (EU) 2017/746: 

 

 021098 PTFE TIP  

R019215L CARBON TIP RACK (023306)  

018552L AIA 21 SAMPLE TIPS  

0021600 FILTER ELEMENT G8  

018581L Cups sample Hitachi vials 2mL  

0930007 Sample cups Hitachi type (500pc)  

0023861 Flange type filter element (G11) 

0023862L Printer Paper (10 pcs) G11 

 

A Declaration of Conformity cannot be issued for these products as they are not IVD and 
cannot, therefore, be CE marked according to Directive 98/79/EC and the IVD Regulation 
(EU) 2017/746. While the products are not CE marked, they are manufactured in a 
controlled area and are subject to regular quality inspections within a statistical process 
control. 

 

 

 

 

 

 

Ioannis Bekatoros 

Senior Quality Assurance & Regulatory Affairs Manager 

16-SEP-2022 
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