Declaration of Conformity.

Declaration of Conformity in accordance with ISO/IEC Guide 22.

Name of Device: | Autostat™ II Range of ELISA Devices
Product Code: FGAO1 to FGA39
308037, 308043, 308029, 370560, 308031, 312500
Manufacturer: Hycor Biomedical Ltd
Address: Pentlands Science Park
Bush Loan
Penicuik
Midlothian
Scotland
EH26 OPL

The device described above is in conformity with Directive 98/79/EC of the
European Parliament and of the Council of 27th October 1998 on In Vitro
Diagnostic Medical Devices, published in the Official Journal on 7th December
1998. The devices are classed as ‘General IVDs’ and as such this declaration of

conformity is self-certified.

Additional
information:
Date of issue: 06 March 2007
Place of issue: Hycor Biomedical.
Signed: W
So2
Name: Randy Wilson
Function: Director, Quality and Customer Satisfaction




Declaration of Conformity.

Declaration of Conformity in accordance with ISO/IEC Guide 22.

Name of Device:

Bulk Anti-Phospholipid Wash Buffer Concentrate

Product Code: 308029 / D50L.1000
Manufacturer: Hycor Biomedical Ltd
Address: Pentlands Science Park

Bush Loan

Penicuik

Midlothian

Scotland

EH26 0PL

The device described above is in conformity with Directive 98/79/EC of the
European Parliament and of the Council of 27th October 1998 on In Vitro
Diagnostic Medical Devices, published in the Official Journal on 7th December
1998. The devices are classed as ‘General IVDs’ and as such this declaration of
conformity is self-certified.

»»»»»

Additional
information:

Date of issue:

06 March 2007

Place of issue:

Hycor Biomedical.

\
Signed: %V!%@K/
Name: Randy Wilson
Function: Director, Quality and Customer Satisfaction




Declaration of Conformity.

Declaration of Conformity in accordance with ISO/IEC Guide 22.

Name of Device: | Bulk Autostat™ II Stop Solution

Product Code: 308031/ D26L1000

Manufacturer: Hycor Biomedical Ltd

Address: Pentlands Science Park

Bush Loan

Penicuik

Midlothian

Scotland

EH26 OPL

The device described above is in conformity with Directive 98/79/EC of the
European Parliament and of the Council of 27th October 1998 on In Vitro
Diagnostic Medical Devices, published in the Official Journal on 7th December
1998. The devices are classed as ‘General IVDs’ and as such this declaration of
conformity is self-certified.

Additional For use with Hycor’s Autostat™ II ELISA Kits.
information:
Date of issue: 06 March 2007
Place of issue: Hycor Biomedical.
[
Signed: W ¢
Name: Randy Wilson
Function: Director, Quality and Customer Satisfaction




Declaration of Conformity.

Declaration of Conformity in accordance with ISO/IEC Guide 22.

Name of Device: | Autostat™ I TMB Substrate

Product Code: KLA

Manufacturer: Hycor Biomedical Ltd

Address: Pentlands Science Park

Bush Loan

Penicuik

Midlothian

Scotland

EH26 OPL

The device described above is in conformity with Directive 98/79/EC of the
European Parliament and of the Council of 27th October 1998 on In Vitro
Diagnostic Medical Devices, published in the Official Journal on 7th December
1998. The devices are classed as ‘General IVDs’ and as such this declaration of
conformity is self-certified.

Additional For use with Hycor’s Autostat™ II ELISA Kits.
information:
Date of issue: 07 March 2007
Place of issue: Hycor Biomedical.
Signed: %/f
1/ S e~
Name: Randy Wilson
Function: Director, Quality and Customer Satisfaction




Declaration of Conformity.

Declaration of Conformity in accordance with ISO/IEC Guide 22.

Name of Device:

Bulk Autostat™ II Wash Buffer Concentrate

Product Code: 308037 / D17L.1000
Manufacturer: Hycor Biomedical Ltd
Address: Pentlands Science Park

Bush Loan

Penicuik

Midlothian

Scotland

EH26 OPL

The device described above is in conformity with Directive 98/79/EC of the
European Parliament and of the Council of 27th October 1998 on In Vitro
Diagnostic Medical Devices, published in the Official Journal on 7th December
1998. The devices are classed as ‘General IVDs’ and as such this declaration of
conformity is self-certified.

Additional
information:

For use with Hycor’s Autostat™ Il ELISA Kits, with the
exception of ACA and APS Kkits.

Date of issue:

06 March 2007

Place of issue:

Hycor Biomedical.

Signed: W’Vﬂ/
Name: Randy Wilson
Function: Director, Quality and Customer Satisfaction




	DoC_Autostat_II_AI_kits.pdf
	DoC_Bulk_AI_APL_wash_buffer
	DoC_Bulk_AI_stop_solution
	DoC_Bulk_AI_substrate
	DoC_Bulk_AI_washbuffer

