TECHNO
CENETICS

KHBGRDUF‘

DECLARATION OF CONFORMITY

The undersigned Technogenetics S.p.A., with legal address at 1 Via Privata Cesare Battisti, 20122
Milano, and operation sites site at 24-26 Via Della Filanda, 26900 Lodi (LO), Italy, C.F.
06614040159, hereby declares under its own responsibility that, the in vitro diagnostic medical

device:

» CLIA KITS FOR INFECTIOUS DISEASE: BORRELIA,

constituted by the items described here below:

Cat. N. Name

IS-ID6201  |IDS Borrelia IgG
IS-ID6202  |IDS Borrelia IgM
IS-ID6230  |IDS Borrelia - CONTROL SET

fulfils all the provisions listed in the Medical Device Directive 98/79/EC as amended.
Therefore, Technogenetics assures, under its own responsibility, that:

» “CLIA kits for infectious disease: Borrelia” are classified as in vitro diagnostic medical devices,
which are not included in Annex II of 98/79/EC IVDD, and subsequent changes, and are not
IVDs for performance evaluation;

> the above mentioned in vitro diagnostic medical devices satisfy the essential requirements in the
Annex I of the national legislative regulations referring to 98/79/EC In Vitro Diagnostic Medical
Device Directive and subsequent changes;

has followed the Conformity assessment procedure as per Annex III, except paragraph 6, because

“CLIA kits for infectious diseases: Borrelia” are not IVDs for self-testing (according to 98/79/EC

IVDD and subsequent changes);

prepare and keep available to the competent Authorities the technical documentation as specified in
Annex III to the aforementioned directive for a period of at least five years from the date of
production of the last batch.

Lodi, 04/01/2022
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DECLARATION OF CONFORMITY

The undersigned Technogenetics S.p.A., with legal address at 1 Via Privata Cesare Battisti, 20122
Milano, and operation sites site at 24-26 Via Della Filanda, 26900 Lodi (LO), Italy, C.F.
06614040159, manufacturer of the in vitro diagnostic medical device CLIA KITS FOR
INFECTIOUS DISEASES (Type C): TOXOPLASMOSIS, constituted by the items described here

below:
ICat. N. Name |Cat. N. Name
YB500032 TGS TA — Toxo IgG [S-ID5001 IDS Toxo IgG
'YB500033 TGS TA — Toxo IgM [S-ID5002 IDS Toxo IgM
YB500034 TGS TA — Toxo IgG Avidity [S-ID5101 [DS Toxo IgG Avidity
YB500040 TGS TA — Toxo Control Set [S-ID5030 [DS Toxo Control Set
YB500041 TGS TA — Toxo Avidity Control Set [[S-ID5130 IDS Toxo Avidity Control Set

after ensuring its conformity to Directive 98/79/EC, through the procedure relevant to the EC
Declaration of Conformity according to Annex IV to the Directive - Full Quality Assurance System
Certificate N° 9861 rev. 10, issued by the Notified Body LNE/G-Med (0459), 1 rue Gaston Boissier
- 75724 Paris Cedex 15 — France, on December 7%, 2018.

HEREBY DECLARES

that the above mentioned device fulfils all the provisions listed in the Medical Device Directive
98/79/EC as amended.

Therefore, Technogenetics assures, under its own responsibility, that:

> “CLIA Kits for infectious diseases (Type C): Toxoplasmosis” is classified as in vitro
diagnostic medical devices, which is included in the List B of Annex II of 98/79/EC

IVDD;
1SO 9001:2015
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the above mentioned in vitro diagnostic medical device satisfy the essential requirements
in the Annex I of the national legislative regulations referring to 98/79/EC In Vitro

Diagnostic Medical Device Directive and subsequent changes;
has followed the Conformity assessment procedure as per Annex IV to 98/79/EC IVDD;

the above mentioned in vitro diagnostic medical devices is not intended for performance

evaluation;
the above mentioned in vitro diagnostic medical devices is not intended for self-diagnosis;

the above mentioned in vitro diagnostic medical devices does not include sterile

components;

the Manufacturer commits to filing and to making available to the competent Authorities
the technical documentation for a period of at least 5 years from the date of production of
the last batch.

Lodi, 04/01/2022
V4
ISO 9001:2015
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immunodiagnosticsustems

Declaration of Conformity

UK Statutory Instrument: Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

Standards complied with: BS EN ISO 13485:2016,
BS EN ISO 14971:2019,
BS EN ISO 23640:2015,
BS EN ISC 18113-2:2011,
BS EN ISO 15223-1:2016

Manufacturer; Immunodiagnostic Systems Limited,
10 Didcot Way,
Boldon Business Park,
Boldon,
Tyne & Wear,
NE35 9PD,
UK.

European Authorised Representative:  Immunecdiagnostic Systems SA
Rue Ermest Solvay 101
4000, Liege
Belgium.

Device: IDS-ISYS Diluent A
(Cat. No. I1S-10DA)

GMDN Code: 58237

CE Marking: 26™ June 2013

Classification: General IVD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
Il of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the
above classification,

Date: 056 November 2020 Signed on behalf of Inmunodiagnostic Systems Limited:
Date: 05 November 2020 Signed on}ehaif of Immunodiagnostic Systems Limited:

Ver, 06



immunodiagnosticsystems

Declération of Conformity

UK Statutory Instrument: Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

Standards complied with: BS EN ISO 13485:2018,
BS EN ISO 14971:2019,
BS EN ISO 23640:2015,
BS EN ISO 18113-2:2011,
BS EN ISO 15223-1:2016

Manufacturer: Immunodiagnostic Systems Limited,
10 Didcot Way,
Boldon Business Park,
Boldon,
Tyne & Wear,
NE35 9PD,
UK.

European Authorised Representative: Immunodiagnostic Systems SA
Rue Ernest Solvay 101

4000, Liege
Belgium.
Device: IDS-ISYS Diluent B
(Cat. No. IS-10DB)
GWMDN Code: 58237
CE Marking: 26" June 2013
Classification: General IVD pursuant to Article 9, Directive 88/79/EC

We, the undersigned, are duly authorised representatives of Inmunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
Il of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the
above classification.

Date: 05 November 2020 Signed gnpehalf of Immunaodiagnostic Systems Limited:

Date: 05 November 2020 Signed on behalf of Immunodiagnostic Systems Limited:

Ver. 06



immunodiagnostcsystems

Declaration of Conformity

UK Statutory Instrument: Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

Standards complied with: BS EN IS0 13485:2016,
BS EN IS0 14971:2019,
BS EN IS0 23640:2015,
BS EN ISO 18113-2:2011,
BS EN ISO 15223-1:2016

Manufacturer: Immunodiagnostic Systems Limited,
10 Didcot Way,
Boldon Business Park,
Boldon,
Tyne & Wear,
NE35 9PD,
UK.

Eurcpean Authorised Representative: Immunodiagnostic Systems SA
Rue Ernest Solvay 101
4000, Liege
Belgium.

Device: IDS-SYS Diluent C
(Cat. No. 1S-10DC)

GMDN Code: ' 58237

CE Marking: 08t August 2017

Classification: General IVD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, are duly authorised representatives of Immunocdiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
[l of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the
above classification.

Date: 05 November 2020 Sianed on behalf of Inmunodiaanostic Systems Limited:

Date: 05 November 2020 Signed on beghalf of Immunodiagnostic Systems Limited:

Ver, 05



Standards complied with:

Manufacturer:

Device:

GMDN Code:

CE Marking:

Classification:

immunodiagnosticsystems

Declaration of Conformity

EN ISO 13485:2016

EN ISO 14971:2012

EN ISO 18113-3:2011

EN ISO 15223-1:2016

|EC 61010-2-101: 2018

IEC 61326-2-6: 2012

IEC 62304: 2006/amd1 :2015
IEC 62366: 2014

EN 50581: 2012

ImmunoDiagnostic Systems France,
42 rue Stéphane Mazeau,

21320 Pouilly en Auxois,

FRANCE

IDS-iSYS Multi-Discipline Automated System
(Cat No. 1S-310400)

56725

11t December 2008 for IVD and 22t July 2016 for RoHs

General IVD pursuant to Article 9, Directive 98/79/EC

|, the undersigned, the duly authorised representatives of Immunodiagnostic Systems Limited, declare
that the device specified above complies with the relevant parts of the above legislation transposing
the European In Vitro Diagnostic Medical Devices Directive 98/79/EC, the European Low Voltage
Directive 2014/35/UE and the European Restriction of Hazardous substances Directive 2011/65/UE.
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immunodiagnosticsystemns

Declaration of Conformity

UK Statutory Instrument:

Standards complied with:

Manufacturer:

European Authorised Representative:

Device:

GMDN Code:

CE Marking:

Classification:

Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 {as amended).

BS EN 15O 13485:2016,
BS EN I1SO 14971:2019,
BS EN I1SO 23640:2015,
BS EN ISO 18113-2:2011,
BS EN ISO 15223-1:2016

Immunodiagnostic Systems Limited,
10 Didcot Way,

Boldon Business Park,

Boldon,

Tyne & Wear,

NE35 9PD,

UK.

Immunodiagnostic Systems SA
Rue Ernest Solvay 101

4000, Liege
Belgium.

IDS CCP
(Cat No. IS-Al1201)

61080

16 April 2018

General VD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
Il of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the

above classification.

Date: 05 November 2020

Date: 05 November 2020

Ver.04

Signed on behalf of Immunodiagnostic Systems Limited:

Sianed on behalf of Immunodiagnostic Systems Limited:



immunodiagnosticsystems

Declaration of Conformity

UK Statutory Instrument; Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 {as amended).

Standards complied with: BS EN ISO 13485:20186,
BS EN IS0 14971:2019,
BS EN ISO 23640:2015,
BS EN ISO 18113-2:2011,
BS EN ISO 15223-1:2016

Manufacturer: Immunodiagnostic Systems Limited,
10 Didcot Way,
Boldon Business Park,
Boldon,
Tyne & Wear,
NE35 9PD,
UK.
European Authorised Representative:  Immunodiagnostic Systems SA
Rue Ernest Solvay 101
4000, Liege
Belgium.

Device: IDS MPO
(Cat No. I1S-Al1701)

GMDN Code: 50008

CE Marking: 16th April 2018

Classification: General IVD pursuant to Article 9, Directive 98/78/EC

We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
Il of the European In Vitro Diagnostic Medical Devices Directive 88/79/EC applicable to the
above classification.

Date: 05 November 2020 Signed on behalf of Immunodiagnostic Systems Limited:

Date: 05 November 2020 Signed con behalf of Immunodiagnostic Systems Limited:

Ver.04



immunodiagnosticsystems

Declaration of Conformity

UK Statutory Instrument: Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

Standards complied with: BS EN IS0 13485:2016,
BS EN SO 14971:2019,
BS EN IS0 23640:2015,
BS EN IS0 18113-2:2011,
BS EN IS0 15223-1:2016

Manufacturer: Immunodiagnostic Systems Limited,
10 Didcot Way,
Boldon Business Park,
Boldon,
Tyne & Wear,

’ NE35 9PD,

UK.

European Authorised Representative:  Immunodiagnostic Systems SA
Rue Ernest Solvay 101
4000, Liege
Belgium.

Device: IDS PR3
{Cat No. 1S-Al1702I1)

GMDN Code: 59066

CE Marking: 30 July 2020

Classification: General IVD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
[l of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the
above classification.

Date: 05 November 2020 Signeg on behalf of Immunodiagnostic Systems Limited:

Date: 05 November 2020 Signed on behalf of Immunodiagnostic Systems Limited:

Ver.02



mmunodiagnostiosystems

Declaration of Conformity

UK Statutory Instrument: Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

Standards complied with: BS EN ISO 13485:2016,
BS EN ISO 14971:2019,
BS EN ISO 23640:2015,
BS EN ISO 18113-2:2011,
BS EN ISO 15223-1:2016

Manufacturer: Immunediagnostic Systems Limited,
10 Didcot Way,
Boldon Business Park,
Boldon,
Tyne & Wear,
NE35 9PD,
UK.

European Authorised Representative Immunodiagnostic Systems SA
Rue Ernest Soivay 101
4000, Liege
Belgium.

Device: IDS GBM
{Cat No. I1S-Al1703)

GMDN Code: 59065

CE Marking: 16th April 2018

Classification: General IVD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
[l of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the
above classification.

Date: 05 November 2020 Signed, op behalf of Immunodiagnostic Systems Limited:

Date: 05 November 2020 Signed on behalf of Immunodiagnostic Systems Limited:

Ver,04



immunodicgnostiosystems

Declaration of Conformity

UX Statutory Instrument:

Standards complied with:

Manufacturer:

European Authorised Representative

Device:

GMDN Code:

CE Marking:

Classification:

Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

BS EN ISO 13485:2016,
BS EN ISO 14971:2019,
BS EN ISO 23640:2015,
BS EN ISO 18113-2:2011,
BS EN ISO 15223-1:2016

Immunocdiagnostic Systems Limited,
10 Didcot Way,

Boldon Business Park,

Boldon,

Tyne & Wear,

NE35 9PD,

UK.

Immunodiagnostic Systems SA
Rue Ernest Solvay 101

4000, Liege

Belgium.

IDS ANCA/GBM Gontrol Set
(Cat No. 1S-Al1730)

41386 — PR3
42250 - MPO
54955 - GBM
16th April 2018

General IVD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, are duly authorised representatives of Inmunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
[l of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the

above classification.

Date: 05 November 2020

Date: 05 November 2020

Ver.04

Sianed or-behalf of Immunodiagnostic Systems Limited:

Signed on behalf of Immunodiagnostic Systems Limited:



immunodiagnosticsystems

Declaration of Conformity

UK Statutory Instrument:

Standards complied with:

Manufacturer:

European Authorised Representative:

Device:

GNIDN Code:
CE Marking:

Classification:

Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

BS EN ISO 13485:2018,
BS EN ISO 14971: 2019,
BS EN ISO 23640: 2015,
BS EN ISO 18113-2: 2011,
BS EN ISO 15223-1: 2016.

Immunodiagnostic Systems Limited,
10 Didcot Way,

Boldon Business Park,

Boldon,

Tyne & Wear,

NE35 9PD,

UK.

Immunodiagnostic Systems SA
Rue Ernest solvay 101

4000, Liege

Belgium.

IDS Calprotectin

(Cat No. 1S-Al26000)

62675

28" February 2022

General IVD pursuant to Article 9, Directive 98/79/EC

This declaration of conformity is issued under the sole responsibility of the manufacturer.
We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
il of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the

above classification.

Date: 28" February 2022

Date: 28" February 2022

Ver.01

Signed on behalf of Immunodiagnostic Systems Limited:

Signedon behalf of Immunodiagnostic Systems Limited:



immunodiagnosticsystems

Declaration of Conformity

UK Statutory Instrument:

Standards complied with:

Manufacturer:

European Authorised Representative:

Device:

GMDN Code:
CE Marking:

Classification:

Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

BS EN ISO 13485:2016,
BS EN ISO 14971: 2019,
BS EN I1SO 23640: 2015,
BS EN ISO 18113-2: 2011,
BS EN ISO 15223-1: 2016.

Immunodiagnostic Systems Limited,
10 Didcot Way,

Boldon Business Park,

Boldon,

Tyne & Wear,

NE35 8PD,

UK.

Immunodiagnostic Systems SA
Rue Ernest solvay 101

4000, Liege

Belgium.

IDS Calprotectin Calibrator Set
(Cat No. 1S-Al26020)

53625

28! February 2022

General IVD pursuant to Article 9, Directive 98/79/EC

This declaration of conformity is issued under the sole responsibility of the manufacturer.
We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
[l of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the

above classification.

Date: 28™ February 2022

Date: 28" February 2022

Ver.01

Signed on behalf of Immunodiagnostic Systems Limited:

Signed.pn-behalf of Immunodiagnostic Systems Limited:



immunodiagnosticsystems

Declaration of Conformity

UK Statutory Instrument:

Standards complied with:

Manufacturer:

European Authorised Representative:

Device:

GMDN Code:
CE Marking:

Classification:

Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

BS EN ISO 13485:20186,
BS EN ISO 14971: 2019,
BS EN I1SO 23640: 2015,
BS EN ISO 18113-2: 2011,
BS EN I1SO 15223-1: 2016.

Immunodiagnostic Systems Limited,
10 Didcot Way,

Boldon Business Park,

Boldon,

Tyne & Wear,

NE35 9PD,

UK.

Immunodiagnostic Systems SA
Rue Ernest solvay 101

4000, Liege

Belgium.

IDS Calprotectin Control Set
(Cat No. IS-AI26030)

53626

28" February 2022

General IVD pursuant to Article 9, Directive 98/79/EC

This declaration of conformity is issued under the sole responsibility of the manufacturer.
We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
il of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the

above classification.

Date: 28t February 2022

Date: 28t February 2022

Ver.01

Signed on behalf of Immunodiagnostic Systems Limited:

et

QinngfﬁiH hahalf af Imminadiannactic Qystems Limited:



immunodiagnosticsystems

Declaration of Conformity

UK Statutory Instrument:

Standards complied with:

Manufacturer:

European Authorised Representative:

Device:

GMDN Code:
CE Marking:

Classification:

Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

BS EN ISO 13485:20186,
BS EN I1SO 14971: 2019,
BS EN 1SO 23640: 2015,
BS EN ISO 18113-2: 2011,
BS EN ISO 15223-1: 2016.

Immunodiagnostic Systems Limited,
10 Didcot Way,

Boldon Business Park,

Boldon,

Tyne & Wear,

NE35 9PD,

UK.

Immunodiagnostic Systems SA
Rue Ernest solvay 101

4000, Liege

Belgium.

IDS Calprotectin Extraction Device
(Cat No. 1S-Al26040)

65197

28 February 2022

General IVD pursuant to Article 9, Directive 98/79/EC

This declaration of conformity is issued under the sole responsibility of the manufacturer.
We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
Il of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the

above classification.

Date: 28" February 2022

Date: 28" February 2022

Ver.01

Signed on behalf of Immunodiagnostic Systems Limited:

Siqnedffﬁ'r{ behalf of Immunodiaanostic Svstems Limited:



Immunodiagnostiosystems

Declaration of Conformity

UK Statutory Instrument: Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

Standards complied with: BS EN IS0 13485:2016,
BS EN ISO 14971:2019,
BS EN ISC 15223-1:2016
|EC 62366-1:2015

Manufacturer: Immunodiagnostic Systems Limited,
10 Didcot Way,
Boldon Business Park,
Boldon,
Tyne & Wear,
NE35 9PD,
UK.

European Authorised Representative:  Immunodiagnostic Systems SA
Rue Ernest Solvay 101
4000, Liege
Belgium.

Device: IDS-iSYS Cuvettes
(Cat No. I1S-CC100)

GMDN Code: 61032

CE Marking: 22 November 2007

Classification: General IVD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
[l of the European In Vitro Diagnostic Medical Devices Directive 98/79%/EC applicable to the
above classification.

Date: 05 November 2020 Signed.on behalf of Immunodiagnostic Systems Limited:
Date: 05 November 2020 Signed on behalf of Immunodiagnostic Systéms Limited:

Ver 06



According to Annex lil, Directive 98/79/EC

Standards complied with:

Manufacturer:

Device:

GMDN Code:
CE Marking:

Classification:

immunodiagnosticsystems

Declaration of Conformity

BS EN ISO 13485:2016, BS EN ISO 14971:2019, EN ISO
13641:2002, EN 13612:2002, EN ISO 23640:2015, EN ISO
18113-2:2011, EN I1ISO 18113-3:2011, EN I1SO 15223-1:2016,
EN IEC 62366-1:2015 +A1:2020.

Immunodiagnostic Systems SA,
Rue Ernest Solvay 101, 4000 LIEGE
BELGIUM

IDS-iSYS System Liquid (Syst. 1)
REF IS-CS100

59058

04t October 2011

General IVD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, the duly authorised representatives of Immunodiagnostic Systems SA, declare
that the device specified above complies with the relevant parts of the above legislation transposing
the European In Vitro Diagnostic Medical Devices Directive 98/79/EC.

Date: 14t January 2022

Ver.07

Signed on behalf of Immunodiagnostic Systems SA:

Immunodiagnostic Systems
SA
Rue Ernest Solvay 101, 4000 LIEGE
BELGIUM
Tel. (32)4/252.26.36 - Fax (32)4/252.51.96

ImmunodiagnosticSystems SA 101, Rue Ernest Solvay,B 4000 Liege

(+32) 04 252 26 36 E: info.be@idsplc.com
(+32) 04 252 51 96 www.idsplc.com

Fortis : 240-0429978-78 (BIC : GEBABEBBO7A, IBAN : BE 69 2400 4299 78 78)
ING : 340-0311490-61 (BIC : BRRUBEBB, IBAN : BE 62 3400 3114 9061)

N° d’entreprise : 0436.921.949



y - |

immunodiagnosticsystems

® ”-“f:;':ﬂ{r-: &5

Declaration of Conformity

According to Annex lll, Directive 98/79/EC

Standards complied with: EN I1SO 13485:2016, EN ISO 14971:2012, EN 1SO 13641:2002,
EN 13612:2002, EN ISO 23640:2015, EN ISO 18113-2:2011,
EN ISO 18113-3:2011, EN I1SO 15223-1:2016, EN IEC 62366-1:2015

Manufacturer: Immunodiagnostic Systems SA
Rue Ernest Solvay 101, 4000 LIEGE
BELGIUM
Device: IDS-iSYS Trigger Set
REF IS-CT100
GMDN code : 56725
CE Marking: 07 February 2019
Classification: General IVD pursuant to the Directive 98/79/EC

We, the undersigned, the duly authorized representative of Immunodiagnostic Systems SA,
declare that the device specified above complies with the relevant parts of the above
legislation transposing the European In Vitro Diagnostic Medical Devices Directive 98/79/EC.

Date: 30t April 2019 Signed on behaf of Imnmunodiagnostic Systems SA

Ver.08



imf;lunodiu.gnosticsgstens
Declaration of Conformity

According to Annex |, Directive 98/79/EC

Standards complied with: BS EN ISO 13485:2016, BS EN ISO 14971:2019, EN ISO
13641:2002, EN 13612:2002, EN SO 23640:2015, EN ISO
18113-2:2011, EN ISO 18113-3:2011, EN ISO 15223-1:2016,
EN |IEC 62366-1:2015 +A1:2020.

Manufacturer: Immunodiagnostic Systems SA,
Rue Ernest Solvay 101, 4000 LIEGE
BELGIUM
Device: IDS-iSYS Wash Solution (Wash S)
REF 1S-CW100
GMDN Code: 59058
CE Marking: 04t October 2011
Classification: General IVD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, the duly authorised representatives of Immunodiagnostic Systems SA, declare
that the device specified above complies with the relevant parts of the above legislation transposing
the European In Vitro Diagnostic Medical Devices Directive 98/79/EC.

Date: 14" January 2022 Signed on behalf of Immunodiagnostic Systems SA:

Immunodiagnostic Systems
SA
Rue Ernest Solvay 101, 4000 LIEGE
BELGIUM
Tel. (32)4/252.26.36 - Fax (32)4/252.51.96

Ver.08

IDS SA

ImmunodiagnosticSystems SA 101, Rue Ernest Solvay,B 4000 Liege
(+32) 04 252 26 36 E: info.be@idsplc.com
(+32) 04 2525196 W: www.idsplc.com

Fortis : 240-0429978-78 (BIC : GEBABEBBO7A, [BAN : BE 69 2400 4299 78 78)
ING : 340-0311490-61 (BIC : BBRUBEBB, IBAN : BE 62 3400 3114 9061)
N° d’entreprise : 0436.921.949
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a BOWTY company
DECLARATION OF CONFORMITY

The undersigned Technogenetics S.r.l., with legal address at 4 Via Vanvitelli, 20129 Milano, and

~ operation sites site at 26 Via Della Filanda, 26900 Lodi (LO), Italy, C.F. 06614040159, hereby

declares under its own responsibility that, the in vitro diagnostic medical device:

» DECONTAMINANT SOLUTIONS FOR ANALYZER DISPENSING TIP:

D-SORB SOLUTION
CODE BRANDNAME

IS-DS100 D-SORB

fulfils all the provisions listed in the Medical Device Directive 98/79/EC as amended.

Therefore, Technogenetics assures, under its own responsibility, that:

* “Decontaminant solutions for analyzer dispensing tip” are classified as in vitro diagnostic
medical devices, which are not included in Annex I of 98/79/EC IVDD, and subsequent
changes, and are not IVDs for performance evaluation;

* the above mentioned in vitro diagnostic medical devices satisfy the essential requirements in
the Annex I of the national legislative regulations referring to 98/79/EC In Vitro Diagnostic

* Medical Device Directive and subsequent changes;

o has followed the Conformity assessment procedure as per Annex IIl, except paragraph 6,
because “Decontaminant solutions for analyzer dispensing tip” are not IVDs for self-testing
(according to 98/79/EC IVDD and subsequent changes);

¢ prepare and keep available to the competent Authorities the technical documentation as
specified in Annex 111 to the aforementioned directive for a period of at least five years from

the date of production of the last batch.

Lodi, 2A.0%. 2044

|}’|\'|‘|'EE|\'|“115?195%?5':‘.2%;4 TECHNOGENETI o sues, - BIUGU SUCIU DUUL T DDA,
SEDI OPERATIVE: - SEDE LEGALE:
- 8.5. N° 11, Padana Superiore Km 160 . Via Vanvitelli, 4 - 20129 (MI)
ou. 20060 CASSINA DE' PECCHI {MI) Tel. 612 26 289.1 (sel. Passante) Capitale sociale € 1.300.000
e praroNe - Via della Filanda 30 Tax 0371 610029 CCLAA Milano 1232682
26900 LODI e-mail: bouty@bouty.it Iser. Trib. Milano 283273/7246/23
AZIENDA CERTIFICATA - Via della Filanda 26 www.technogenstics. it Reg. Imprese C.I. 06614040159
Certificati n. 782 - 9573 26900 LODI Pl 09279340(}3%3 clofl
Direzione e cdordihamento BOUTY S.p.A.



immunodiagnosticsystems

Declaration of Conformity

UK Statutory Instrument:

Standards complied with:

Manufacturer:

European Authorised Representative

Device:

GMDN Code:
CE Marking:

Classification:

Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

BS EN I1SO 13485:2016,
BS EN I1SO 14971:2019,
BS EN IS0 23640:2015,
BS EN ISO 18113-2:2011,
BS EN ISO 15223-1:2016

Immunodiagnostic Systems Limited,
10 Didcot Way, '
Boldon Business Park,

Boldon,

Tyne & Wear,

NE35 9PD,

UK.

Immunodiagnostic Systems SA
Rue Ernest Solvay 101

4000, Liegs

Belgium.

IDS Immunocleaner
(Cat No. IS-IM1Q0)

59058
10t August 2018

General IVD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, are duly authorised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
lll of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the

above classification.

Date: 05 November 2020

Date: 05 November 2020

Ver 03

Signed on hehalf of Immunodiagnostic Systems Limited:

Signed on behalf of Immunodiagnostic Systems Limited:




immunodiagnesticsystems

Declaration of Conformity

UK Statutory Instrument:

Standards complied with:

Manufacturer:

European Authorised Representative:

Device:

EDMA Code:
GMDN Code:
CE Marking:

Classification:

Statutory Instrument 2002 No. 618, The Medical Devices
Regulations 2002 (as amended).

BS EN 1SO 13485:2012,
BS EN SO 14971:2019,
BS EN IS0 13612:2002,
BS EN 1SO 18113-3:2011,
BS EN IS0 15223-1:20186,
IEC 62304.2006,

IEC 62366:2014.

Immunodiagnostic Systems Limited,
10 Didcot Way,

Boldon Business Park,

Boldon,

Tyne & Wear,

NE35 9PD,

UK.

Immunodiagnostic Systems SA
Rue Ernest Solvay 101

4000, Liege

Belgium.

IDS-iSYS SDSpeed Calc
(Cat No. IS-SDSCALC)

20021001
56725
27 February 2015

General IVD pursuant to Article 9, Directive 98/79/EC

We, the undersigned, are duly autherised representatives of Immunodiagnostic Systems
Limited, declare that the device specified above complies with the relevant sections of Annex
Il of the European In Vitro Diagnostic Medical Devices Directive 98/79/EC applicable to the

above classification.

Date: 05 November 2020

Date: 05 November 2020

Ver.04

Signqd on behalf of Immunodiagnostic Systems Limited:

Signed 99 behalf of Immunodiagnostic Systems Limited:



immunodiagnosticsystems

Declaration of Conformity

Directives complied with: The Low Voltage Directive 2014/35/EU
Electro-magnetic Compatibility Directive 2014/30/UE
RoHs2 Directive 2011/65/UE
Waste Electrical and Electronic Equipment (WEEE) Directive
2012/19/UE
Registration, Evaluation, Authorisation and Restriction of
Chemicals (REACH) Regulation 1907/2006

Standards complied with: IEC 61010-2-51:2018,
IEC 61010-1:2010 / Amd1:20186,
IEC 61326-1:2012,
ISO 13485:2016,
EN 50419:2006
BS EN IEC 63000:2018,

Manufacturer: Immunodiagnostic Systems France SAS,
42 rue Stephane Mazeau,
21320,
Pouilly-en-Auxois,
France.

Device: IDS-iSYS XPrep
(Cat No. IS-XP01)

GMDN Code: 56725

CE Marking: 23 May 2016

I, the undersigned, the duly authorised representative of Inmunodiagnostic Systems Limited, declare
that the device specified above complies with the relevant parts of the above Standards and
Directives.

Date: 16th January 2020 Signed on behalf of Immunodiagnostic Systems Limited:

Ver.02



Standards complied with:

Manufacturer:

Device:

GMDN Code:

CE Marking:

Classification:

immunodiagnosticsystems

Declaration of Conformity

EN 1SO 13485:2016,

EN ISO 14971:2012,

EN ISO 18113-3:2011

EN ISO 15223-1:2016

IEC 61010-1:2010 / Amd1:2016
IEC 61010-2-101:2018

IEC 61326-2-6:2012

IEC 62304:2006 / Amd1:2015
IEC 62366:2014

BS EN IEC 63000:2018

EN 50419:2006

ImmunoDiagnostic Systems France,
42 rue Stéphane Mazeau,

21320 Pouilly en Auxois,

FRANCE

TGS TA
(Cat. No. TGS00001)

56725

12th September 2012 for IVD and 227 July 2016 for RoHs

General IVD pursuant to Article 9, Directive 98/79/EC

l, the undersigned, the duly authorised representative of Immunodiagnostic Systems Limited,
declare that the device specified above complies with the relevant parts of the above
legislation transposing the European In Vitro Diagnostic Medical Devices Directive 98/79/EC,
the European Low Voltage Directive 2014/35/UE, European Restriction of Hazardous
Substances Directive 2011/65/UE, Waste Electrical and Electronic Weuipments (WEEE)
Directive 2012/49/UE and the Registration, Evaluation, Authorisation and Registration of
Chemicals (REACH) Regulation 1907/2006.

Date: 161 January 2020

Ver. 02

Signed on behalf of Immunodiagnostic Systems Limited:
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DECLARATION OF CONFORMITY

The undersigned Technogenetics S.p.A., with legal address at 1, via Privata Cesare Battisti, 20122
Milano, and operation sites site at 24-26 Via Della Filanda, 26900 Lodi (LO), Italy, C.F.
06614040159, hereby declares under its own responsibility that, the in vitro diagnostic medical

devices:
Cat. N. Name
IS-ID6501S IDS SARS-CoV-2 S1-RBD IgG
IS-ID6530S IDS SARS-CoV-2 S1-RBD Control Set

fulfil all the provisions listed in the Medical Device Directive 98/79/EC as amended.
Therefore, Technogenetics assures, under its own responsibility, that:

> “IDS SARS-CoV-2 S1-RBD IgG” and “IDS SARS-CoV-2 S1-RBD Control Set” are classified
as in vitro diagnostic medical devices, which are not included in Annex II of 98/79/EC IVDD,
and subsequent changes, and are not [VDs for performance evaluation;

» the above mentioned in vitro diagnostic medical devices satisfy the essential requirements in the
Annex I of the national legislative regulations referring to 98/79/EC In Vitro Diagnostic Medical
Device Directive and subsequent changes;

> have followed the Conformity assessment procedure as per Annex III, except paragraph 6,
because “IDS SARS-CoV-2 S1-RBD IgG” and “IDS SARS-CoV-2 S1-RBD Control Set” are
not IVDs for self-testing (according to 98/79/EC IVDD and subsequent changes);

> prepare and keep available to the competent Authorities the technical documentation as specified
in Annex III to the aforementioned directive for a period of at least five years from the date of
production of the last batch.

Lodi, 22-02-2022

ke e TECHNOGENETICS S.p.A.
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