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Declaration of Confortity

helena

Biosciences Europe

HL-7- 0163 DC DOI 2014/05 (8)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex lll (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5265 Thromboplastin LI 55983
5265H Thromboplastin LI 55983
5267 Thromboplastin LI 55983
5269 Thromboplastin LI 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z{/h M /% Date: 07 May 2014

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0511 DC DOI 2013/08 (3)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex lll (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5376 Clauss Fibrinogen 100 55997
5376H Clauss Fibrinogen 100 55997

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z{/IIM /% Date: 05 Aug 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity

HL-7-0229DC DOI 2015/08 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5392 Thrombin Time 55987

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name: M.J. Stephenson Title: Managing Director
Signed: ZZI M /% Date: 06 Aug 2015

{
Tel +44(0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom


mailto:info@helena-biosciences.com
http://www.helena-biosciences.com

Declaration of Conformity helena

Biosciences Europe

HL-7-DC-0814 Rev. 1

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to /n Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex |l (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5560 APTT Si L Minus 55981

I, the undersigned, declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  C.J. Sandercock Title: QA and Regulatory Affairs Officer

7 P 7
Signed: ‘,./Z/)JMVW/& Date: 24 Nov 2020

M EC |REP

Helena Biosciences Europe, Prince Technologies B.V.
Gateshead, Tyne and Wear, Waanderweg 62,

NE11 0SD, United Kingdom 7812 HZ Emmen,

Tel +44 (0)191 482 8440 The Netherlands

info@helena-biosciences.com
www.helena-biosciences.com




) Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-3L79-SD DELK TPM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN
Size Code of Devices | Code

Names and Description of Devices

Classification

Representative (name and address)

3L79-22

3L79-32 45789 Calcium Self-declared
3L.79-42

Authorized European N/A

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: _%/ Signature:

Full Name; Mark Littlefield

Full Name: Erik Muegge

Mgr. Quality Operations

Position: Assurance

Date of Approval: _26-FEB-2018

Position: Assoc. Director Regulatory AfTairs

Date of Approval: _26-FEB-2018

Date Issued: _26-FEB-2018

Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Appplicable

Effective (Date or

Lot Number): _26-FEB-2018




Declaration of Conformity

Certificate Identification: DoC-5P56-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH & Co. KG

Legail Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN . . . .
Size Code of Devices | Code Names and Description of Devices Classification
5P56-02 53356 Lipid Multiconstituent Calibrator Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical Randox Laboratories Ltd, Ardmore, 55 Diamond Road, Crumlin, Co Antrim,
documentation (name and address) | BT29 4QY, UK.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: L Signature: ?

Full Name: Erik Muegge Full Name: Mark Littlefield
Mgr. Quality Operations
Position: Assurance Position: Assoc, Director Regulatory Affairs
Date of Approval: _26-FEB-2018 Date of Approval: _ 26-FEB-2018
Date Issued: __26-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Applicable

Effective (Date or
Lot Number): __26-FEB-2018




a Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-31.82-SD DELK TPM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative {name and address)

List Numbers and GMDN - " . .
Size Code of Devices | Code Names and Description of Devices Classification
— 53301 Gluco Self-declared
3L82-42 ucose elf-declare
Authorized European N/A

Storage site of technical
documentation (name and address)

Sekisui Diagnostics P.E.L. Inc. 70 Watts Avenue, Charlottetown, Prince Edward
Island C1E 2B9, Canada.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: p . Signature:
Full Name: Erik Muegge Full Name: Mark Littlefield
Mgr. Quality Operations
Position: Assurance Position: Assoc. Director Regulatory Affairs

Date of Approval: _26-FEB-2018

Date of Approval: _26-FEB-2018

Date Issued: _26-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Applicable

Effective (Date or
Lot Number): __26-FEB-2018




a Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-31.82-SD DELK TPM
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative {name and address)

List Numbers and GMDN - " . .
Size Code of Devices | Code Names and Description of Devices Classification
— 53301 Gluco Self-declared
3L82-42 ucose elf-declare
Authorized European N/A

Storage site of technical
documentation (name and address)

Sekisui Diagnostics P.E.L. Inc. 70 Watts Avenue, Charlottetown, Prince Edward
Island C1E 2B9, Canada.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: p . Signature:
Full Name: Erik Muegge Full Name: Mark Littlefield
Mgr. Quality Operations
Position: Assurance Position: Assoc. Director Regulatory Affairs

Date of Approval: _26-FEB-2018

Date of Approval: _26-FEB-2018

Date Issued: _26-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not Applicable

Effective (Date or
Lot Number): __26-FEB-2018




SEKISUI

DIAGNOSTICS

Because every wesuly sarnee™

DECLARATION OF CONFORMITY

Manufacturer:

European Representative:

Product:

Classification:

Conformity Assessment Route:

Sekisui Diagnostics P.E.Il. Inc
70 Watts Avenue Charlottetown
Prince Edward Island

C1E 2B9

Canada

MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Direct LDL
Catalogue Number 1E31-20
GMDN Code: 53395

General IVD

Annex lll, self-certified

We hereby declare that the above-mentioned products meet the provisions of the Council
Directive 98/79EC for in vitro diagnostic medical devices. All supporting documents are

held by the manufacturer.

Place of Issue:

Signature:

Sekisui Diagnostics P.E.L Inc.
70 Walts Avenue

Charicttetown, Prince Edward Island

C1E 2B9 Canada

Tel: 802-586-1396 Fax: 902-628-6504

www sekisuidiagnostics.com

Prince Edward Island, Canada

e 22

Penny Whité

Senior Manager Regulatory Affairs
Sekisui Diagnostics PEI Inc.

OG’M&:,,-’Z()/‘?
Date

Pagelof1l



SENTINEL

EC DECLARATION OF CONFORMITY
For in vitro diagnostic medical devices (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2,
manufacturer of the family of devices named as “kits for clinical chemistry and
immunochemistry, coagulation and rapid tests for immunology and serology” declares, under
its own responsibility that the below listed devices comply with all essential requirements listed
in Annex I of the 98/79/EC Directive, as prescribed in Annex III of such Directive and its
Italian transposition (Legislative Decree nr, 322/2000).

It therefore declares and assures, under its own responsibility, that the devices:
1. comply with the applicable provisions of the Directive

2. are not included in the list A and B of Annex II of the Directive

3. are designed, manufactured and placed on the market according to the company
certified quality system, in compliance with ISO 9001 and ISO 13485 as per indication
expressed in Annex III of the Directive.

DICHIARAZIONE DI CONFORMITA CE
per dispositivi medico diagnostici in vitro IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante dei
dispositivi appartenente alla famiglia denominata “kit per chimica clinica, immunochimica,
coagulazione, e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita
che i dispositivi sotto elencati soddisfano i requisiti essenziali applicabili richiesti dall’Allegato I
della Direttiva 98/79/CE, come prescritto dall’Allegato III della medesima Direttiva e suo
recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che i dispositivi:
1. soddisfano le disposizioni applicabili della Direttiva

2. non sono inclusi nell’elenco A e B dell’Allegato III della Direttiva

3. sono progettati, fabbricati ed immessi in commercio nell’ambito dell’applicazione di un
sistema di qualita aziendale dichiarato conforme e certificato secondo le norme ISO
9001 e ISO 13485 come descritto dall’Allegato III della Direttiva.

Code/Codice Product Description/Nome prodotto

6K26-30 CRP Vario

6K26-41 CRP Vario

6K26-10 CRP Calibrator Set

6K26-12 CRP Calibrator WR

6K26-14 CRP Calibrator HS

6K26-21 CRP Control HS

6K89-30 Ammonia Ultra

6K91-30 Ceruloplasmin

4P79-30 UIBC Liguid

8L24-31 Creatinine (Enzymatic)

8L24-41 Creatinine (Enzymatic)

8L25-30 Lithium

6K89-20 Ammonia Controls

6K30-10 Clin Chem Cal K)\
6K31-10 Plasmaproteins Cal 3x /
1P93-30 Cystatin C <\
1P93-10 Cystatin C Calibrator A

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - I1SO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



SENTINEL

Code/Codice Product Description/Nome prodotto
1P93-20 Cystatin C Control Set
6K25-10 CK-MB Calibrator
6K25-20 CK-MB Control
6K30-20 Clin Chem Control 1
6K30-21 Clin Chem Control 2
6K32-20 Immuno Control 1
6K32-21 Immuno Control 2
6K32-22 Immuno Control Set
6K90-20 Bile Acids Controls
6K98-10 Fructosamine Control 1
6K98-20 Fructosamine Control 2
4P80-30 Lambda Light Chains
6K24-30 Cholinesterase
6K25-30 CK-MB

6K22-30 Pancreatic Amylase
6K96-30 Kappa Light Chains
6K23-30 HBDH

6K90-30 Bile Acids

6K92-30 Dibucaine CHE
6K93-30 Copper

6K94-30 Fructosamine

6K95-30 Iron

6K95-41 Iron

Furthermore, the manufacturer declares to:
1. keep and make available for the Competent Authority the product technical file, as

specified in Annex III of the 98/79/CE Directive, as well as to retain the batch records
for a period of at least ten (10) years after the production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market
surveillance requested by the Directive.

Il fabbricante dichiara inoltre di:
1. conservare e tenere a disposizione delle Autorita Competente il fascicolo tecnico di

prodotto, specificato nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di
produzione e controllo per un periodo almeno di dieci anni dalla data di produzione
dell’ultimo lotto

2. avere istituito e di mantenere un'idonea procedura per garantire la sorveglianza post-
vendita richiesta dalla Direttiva.

8l Ch. SpA Date/Data
epresentative e I o
ppresentante ANIOC L 205

Dr. |Filippo De Luca

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



SENTINEL

EC DECLARATION OF CONFORMITY
For in vitro diagnostic medical devices (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2,
manufacturer of the family of devices named as “kits for clinical chemistry and
immunochemistry, coagulation and rapid tests for immunology and serology” declares, under
its own responsibility that the below listed devices comply with all essential requirements listed
in Annex I of the 98/79/EC Directive, as prescribed in Annex III of such Directive and its
Italian transposition (Legislative Decree nr, 322/2000).

It therefore declares and assures, under its own responsibility, that the devices:
1. comply with the applicable provisions of the Directive

2. are not included in the list A and B of Annex II of the Directive

3. are designed, manufactured and placed on the market according to the company
certified quality system, in compliance with ISO 9001 and ISO 13485 as per indication
expressed in Annex III of the Directive.

DICHIARAZIONE DI CONFORMITA CE
per dispositivi medico diagnostici in vitro IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante dei
dispositivi appartenente alla famiglia denominata “kit per chimica clinica, immunochimica,
coagulazione, e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita
che i dispositivi sotto elencati soddisfano i requisiti essenziali applicabili richiesti dall’Allegato I
della Direttiva 98/79/CE, come prescritto dall’Allegato III della medesima Direttiva e suo
recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che i dispositivi:
1. soddisfano le disposizioni applicabili della Direttiva

2. non sono inclusi nell’elenco A e B dell’Allegato III della Direttiva

3. sono progettati, fabbricati ed immessi in commercio nell’ambito dell’applicazione di un
sistema di qualita aziendale dichiarato conforme e certificato secondo le norme ISO
9001 e ISO 13485 come descritto dall’Allegato III della Direttiva.

Code/Codice Product Description/Nome prodotto

6K26-30 CRP Vario

6K26-41 CRP Vario

6K26-10 CRP Calibrator Set

6K26-12 CRP Calibrator WR

6K26-14 CRP Calibrator HS

6K26-21 CRP Control HS

6K89-30 Ammonia Ultra

6K91-30 Ceruloplasmin

4P79-30 UIBC Liguid

8L24-31 Creatinine (Enzymatic)

8L24-41 Creatinine (Enzymatic)

8L25-30 Lithium

6K89-20 Ammonia Controls

6K30-10 Clin Chem Cal K)\
6K31-10 Plasmaproteins Cal 3x /
1P93-30 Cystatin C <\
1P93-10 Cystatin C Calibrator A

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - I1SO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



SENTINEL

Code/Codice Product Description/Nome prodotto
1P93-20 Cystatin C Control Set
6K25-10 CK-MB Calibrator
6K25-20 CK-MB Control
6K30-20 Clin Chem Control 1
6K30-21 Clin Chem Control 2
6K32-20 Immuno Control 1
6K32-21 Immuno Control 2
6K32-22 Immuno Control Set
6K90-20 Bile Acids Controls
6K98-10 Fructosamine Control 1
6K98-20 Fructosamine Control 2
4P80-30 Lambda Light Chains
6K24-30 Cholinesterase
6K25-30 CK-MB

6K22-30 Pancreatic Amylase
6K96-30 Kappa Light Chains
6K23-30 HBDH

6K90-30 Bile Acids

6K92-30 Dibucaine CHE
6K93-30 Copper

6K94-30 Fructosamine

6K95-30 Iron

6K95-41 Iron

Furthermore, the manufacturer declares to:
1. keep and make available for the Competent Authority the product technical file, as

specified in Annex III of the 98/79/CE Directive, as well as to retain the batch records
for a period of at least ten (10) years after the production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market
surveillance requested by the Directive.

Il fabbricante dichiara inoltre di:
1. conservare e tenere a disposizione delle Autorita Competente il fascicolo tecnico di

prodotto, specificato nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di
produzione e controllo per un periodo almeno di dieci anni dalla data di produzione
dell’ultimo lotto

2. avere istituito e di mantenere un'idonea procedura per garantire la sorveglianza post-
vendita richiesta dalla Direttiva.

8l Ch. SpA Date/Data
epresentative e I o
ppresentante ANIOC L 205

Dr. |Filippo De Luca

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



SENTINEL

EC DECLARATION OF CONFORMITY
For in vitro diagnostic medical devices (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2,
manufacturer of the family of devices named as “kits for clinical chemistry and
immunochemistry, coagulation and rapid tests for immunology and serology” declares, under
its own responsibility that the below listed devices comply with all essential requirements listed
in Annex I of the 98/79/EC Directive, as prescribed in Annex III of such Directive and its
Italian transposition (Legislative Decree nr, 322/2000).

It therefore declares and assures, under its own responsibility, that the devices:
1. comply with the applicable provisions of the Directive

2. are not included in the list A and B of Annex II of the Directive

3. are designed, manufactured and placed on the market according to the company
certified quality system, in compliance with ISO 9001 and ISO 13485 as per indication
expressed in Annex III of the Directive.

DICHIARAZIONE DI CONFORMITA CE
per dispositivi medico diagnostici in vitro IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante dei
dispositivi appartenente alla famiglia denominata “kit per chimica clinica, immunochimica,
coagulazione, e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita
che i dispositivi sotto elencati soddisfano i requisiti essenziali applicabili richiesti dall’Allegato I
della Direttiva 98/79/CE, come prescritto dall’Allegato III della medesima Direttiva e suo
recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che i dispositivi:
1. soddisfano le disposizioni applicabili della Direttiva

2. non sono inclusi nell’elenco A e B dell’Allegato III della Direttiva

3. sono progettati, fabbricati ed immessi in commercio nell’ambito dell’applicazione di un
sistema di qualita aziendale dichiarato conforme e certificato secondo le norme ISO
9001 e ISO 13485 come descritto dall’Allegato III della Direttiva.

Code/Codice Product Description/Nome prodotto

6K26-30 CRP Vario

6K26-41 CRP Vario

6K26-10 CRP Calibrator Set

6K26-12 CRP Calibrator WR

6K26-14 CRP Calibrator HS

6K26-21 CRP Control HS

6K89-30 Ammonia Ultra

6K91-30 Ceruloplasmin

4P79-30 UIBC Liguid

8L24-31 Creatinine (Enzymatic)

8L24-41 Creatinine (Enzymatic)

8L25-30 Lithium

6K89-20 Ammonia Controls

6K30-10 Clin Chem Cal K)\
6K31-10 Plasmaproteins Cal 3x /
1P93-30 Cystatin C <\
1P93-10 Cystatin C Calibrator A

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - I1SO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



SENTINEL

Code/Codice Product Description/Nome prodotto
1P93-20 Cystatin C Control Set
6K25-10 CK-MB Calibrator
6K25-20 CK-MB Control
6K30-20 Clin Chem Control 1
6K30-21 Clin Chem Control 2
6K32-20 Immuno Control 1
6K32-21 Immuno Control 2
6K32-22 Immuno Control Set
6K90-20 Bile Acids Controls
6K98-10 Fructosamine Control 1
6K98-20 Fructosamine Control 2
4P80-30 Lambda Light Chains
6K24-30 Cholinesterase
6K25-30 CK-MB

6K22-30 Pancreatic Amylase
6K96-30 Kappa Light Chains
6K23-30 HBDH

6K90-30 Bile Acids

6K92-30 Dibucaine CHE
6K93-30 Copper

6K94-30 Fructosamine

6K95-30 Iron

6K95-41 Iron

Furthermore, the manufacturer declares to:
1. keep and make available for the Competent Authority the product technical file, as

specified in Annex III of the 98/79/CE Directive, as well as to retain the batch records
for a period of at least ten (10) years after the production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market
surveillance requested by the Directive.

Il fabbricante dichiara inoltre di:
1. conservare e tenere a disposizione delle Autorita Competente il fascicolo tecnico di

prodotto, specificato nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di
produzione e controllo per un periodo almeno di dieci anni dalla data di produzione
dell’ultimo lotto

2. avere istituito e di mantenere un'idonea procedura per garantire la sorveglianza post-
vendita richiesta dalla Direttiva.

8l Ch. SpA Date/Data
epresentative e I o
ppresentante ANIOC L 205

Dr. |Filippo De Luca

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



SENTINEL

EC DECLARATION OF CONFORMITY
For in vitro diagnostic medical devices (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2,
manufacturer of the family of devices named as “kits for clinical chemistry and
immunochemistry, coagulation and rapid tests for immunology and serology” declares, under
its own responsibility that the below listed devices comply with all essential requirements listed
in Annex I of the 98/79/EC Directive, as prescribed in Annex III of such Directive and its
Italian transposition (Legislative Decree nr, 322/2000).

It therefore declares and assures, under its own responsibility, that the devices:
1. comply with the applicable provisions of the Directive

2. are not included in the list A and B of Annex II of the Directive

3. are designed, manufactured and placed on the market according to the company
certified quality system, in compliance with ISO 9001 and ISO 13485 as per indication
expressed in Annex III of the Directive.

DICHIARAZIONE DI CONFORMITA CE
per dispositivi medico diagnostici in vitro IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante dei
dispositivi appartenente alla famiglia denominata “kit per chimica clinica, immunochimica,
coagulazione, e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita
che i dispositivi sotto elencati soddisfano i requisiti essenziali applicabili richiesti dall’Allegato I
della Direttiva 98/79/CE, come prescritto dall’Allegato III della medesima Direttiva e suo
recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che i dispositivi:
1. soddisfano le disposizioni applicabili della Direttiva

2. non sono inclusi nell’elenco A e B dell’Allegato III della Direttiva

3. sono progettati, fabbricati ed immessi in commercio nell’ambito dell’applicazione di un
sistema di qualita aziendale dichiarato conforme e certificato secondo le norme ISO
9001 e ISO 13485 come descritto dall’Allegato III della Direttiva.

Code/Codice Product Description/Nome prodotto

6K26-30 CRP Vario

6K26-41 CRP Vario

6K26-10 CRP Calibrator Set

6K26-12 CRP Calibrator WR

6K26-14 CRP Calibrator HS

6K26-21 CRP Control HS

6K89-30 Ammonia Ultra

6K91-30 Ceruloplasmin

4P79-30 UIBC Liguid

8L24-31 Creatinine (Enzymatic)

8L24-41 Creatinine (Enzymatic)

8L25-30 Lithium

6K89-20 Ammonia Controls

6K30-10 Clin Chem Cal K)\
6K31-10 Plasmaproteins Cal 3x /
1P93-30 Cystatin C <\
1P93-10 Cystatin C Calibrator A

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - I1SO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



SENTINEL

Code/Codice Product Description/Nome prodotto
1P93-20 Cystatin C Control Set
6K25-10 CK-MB Calibrator
6K25-20 CK-MB Control
6K30-20 Clin Chem Control 1
6K30-21 Clin Chem Control 2
6K32-20 Immuno Control 1
6K32-21 Immuno Control 2
6K32-22 Immuno Control Set
6K90-20 Bile Acids Controls
6K98-10 Fructosamine Control 1
6K98-20 Fructosamine Control 2
4P80-30 Lambda Light Chains
6K24-30 Cholinesterase
6K25-30 CK-MB

6K22-30 Pancreatic Amylase
6K96-30 Kappa Light Chains
6K23-30 HBDH

6K90-30 Bile Acids

6K92-30 Dibucaine CHE
6K93-30 Copper

6K94-30 Fructosamine

6K95-30 Iron

6K95-41 Iron

Furthermore, the manufacturer declares to:
1. keep and make available for the Competent Authority the product technical file, as

specified in Annex III of the 98/79/CE Directive, as well as to retain the batch records
for a period of at least ten (10) years after the production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market
surveillance requested by the Directive.

Il fabbricante dichiara inoltre di:
1. conservare e tenere a disposizione delle Autorita Competente il fascicolo tecnico di

prodotto, specificato nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di
produzione e controllo per un periodo almeno di dieci anni dalla data di produzione
dell’ultimo lotto

2. avere istituito e di mantenere un'idonea procedura per garantire la sorveglianza post-
vendita richiesta dalla Direttiva.

8l Ch. SpA Date/Data
epresentative e I o
ppresentante ANIOC L 205

Dr. |Filippo De Luca

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



| Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

DOC-1E66-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and
Size Code of Devices

GMDN
Code

Names and Description of Devices

Classification

1E66-05

41830

Bilirubin Calibrator

Self-declared

Authorized European

Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Microgenics Corporation
46500 Kato Road
Fremont, CA 94538 USA

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.
This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

/-] ,IQ/ /C(\ Signature: !:2! g “n | :"Q LR )

Signature:
Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: e 2y Ty ~ AT Date of Approval: _195°JUN-202|
Date Issued: £ 7( 147 ~ LU i
Place [ssued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018
SO 23 Y = 2021
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) Abbott
(] ®
Declaration of Conformity
Certificate Identification: DoC-7D74-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN _ s : ,
Size Code of Devices | Code Names and Description of Devices Classification
7D74-22 53462 Triglyceride Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
documentation (name and address) | Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex II1 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: ( ; E( Ll Signature: _LMMLL‘%LLMJ‘_

Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: 22 f7ﬁv/ 20 Z / Date of Approval: 1-Jul-2021
Date Issued: .»:’7:) - ;/z,..,/ - 2k %
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018

Effective (Date or —a A -
Lot Number): il ,/4.’//“ A.?[/L' ,7'
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Abbott
o ®
Declaration of Conformity
Certificate Identification: DOC-7D55-SD-DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN
Size Code of Code Names and Description of Devices Classification
Devices
TD55-22 52929 Alkaline Phosphatase Self-declared
7D55-32 52929 Alkaline Phosphatase Self-declared

Authorized European

Representative (name and address) Ko

Storage site of technical

documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

g
Signature: [ y /{S([/ A(_\ Signature: JA#M/_?ML

Full Name: Claudia Becker Full Name: TIffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: A, (o ? 202/ Date of Approval: 5-AuU g -202]
Date Issued: A - Ay g - Lo ‘/}’4’
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 22-May-2017

Effective (Date or - o
Lot Number): / 4~ /’/’} = ﬁm”/f’
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[ ] ®
Declaration of Conformity
Certificate Identification: DoC-8G63-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN i ; : ”
Size Code of Devices | Code Names and Description of Devices Classification
8G63-22 53236 Direct Bilirubin Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical Sekisui Diagnostics P.E.L Inc. 70 Watts Avenue, Charlottetown, Prince Edward
documentation (name and address) | Island C1E 2B9, Canada.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

—
L
Signature: ( . &/&Qf; P Signature: L 2[“(&[ 52“24:{&4!

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: ZZ 76[,/ 29-2/ Date of Approval: - ]11]-202 1
| Date Issued: > ?&/' L ]
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018
Effective (Date or

22- /Z/ —A’?f—f//
rd

Lot Number):




| Abbott
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Declaration of Conformity

Certificate Identification: DOC-3L81-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN o 5 : i i
Size Code of Devices | Code Names and Description of Devices Classification
3L81-23

3L81-33 53251 Creatinine Self-declared
3L81-42

Authorized European N/A

Representative (name and address)

Storage site of technical Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
documentation (name and address) | Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: C ; | ]}Cf %’/ Signature: MW‘

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Z Z 7{4/ 2 02 / Date of Approval: H-Jul-202|
/ Date Issued: 72 - I//Z'., / -~ L A
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018

Effective (Date or — 4
7“7 g “7 77
Lot Number): A //:’a/’ £ CA
4




| Abbott

Q)

Declaration of Conformity

Certificate Identification: DoC-2P56-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN S s ; :

Size Code of Devices | Code Names and Description of Devices Classification

SR 53072 Lactate Dehydrogenas Self-declared
actate De enase elf-declar

2P56-42 R eelare

Authorized European N/A

Representative (name and address)

Storage site of technical Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of

documentation (name and address) | Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex I1I of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: ( : @6/&.3/ Signature: \ 2[ {0/ gg nLuy)

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Ea ]u.,/ 20 3/ Date of Approval: [1-Jif-202/
| Date Issued: b /;é - 2C
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018
Lo 22 Jiul- 2027
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Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DOC-7D53-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN o : ; :
Sizé Codé of Deviees | Code Names and Description of Devices Classification
7D53-24 53599 Albumin BCG Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: ( : @Z/m Signature: \ 141 t LU :[C nkunl)

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 22 75,4,/ 202 / Date of Approval: H=Jul-2021
/ Date Issued: 2 2- //Zr,'é ‘- -«:,74“14 A
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018

Effective (Date or -~ P D
Lot Number): 2 2- %é/‘ LA
7
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Declaration of Conformity
Certificate Identification: DoC-7D75-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN Lo : i ;
Sise Codi of Davtees: | ot Names and Description of Devices Classification
7D75-22
53590 Urea Nitroge: Self-declared
7D75-32 Hingen
Authorized European N/A
Representative (name and address)
Storage site of technical Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
documentation (name and address) | Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: [ F&é&f Signature: [ fj_( L1 galmgug

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: e Z 71,J 202 [ Date of Approval: (1-JuUj-262/
f Date Issued: P %4/ - 4’76'1:’4
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018

Effective (Date or -
Lot Number): L 7(/ / é"




| Abbott

Declaration of Conformity

Certificate Identification: DOC-1E65-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN i oy 4 . :
Size Code of Devices | Code Names and Description of Devices Classification
1E65-06 47868 Multiconstituent Calibrator Self-declared
Authorized European N/A

Representative (name and address)
Storage site of technical
documentation (name and address)

Harmonized Standards Listed in the Technical Documentation

Microgenics Corporation, 46500 Kato Road, Fremont, CA, 94538 USA .

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: / ‘Zr’(’[ //? JC Signature:

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Dal 7\9 7\\. QQ.{? J Date of Approval: q-Jin-2021
/ Date Issued: 422 e //(/ L2 — £/Q{A 27
Place Issued: 65205 Wiesb;den, Germany
Supersedes: 16-May-2019

Effective (Date or

/ P
Lot Number): //' i /Zéj/_’j_a/gé_f
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Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DOC-7D56-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN Gt g P
Size Code of Devices | Code Names and Description of Devices Classification
TD56-22 52925 Alanine Aminotransferase Self-declared
Authorized European N/A

Storage site of technical
documentation (name and address)

Sekisui Diagnostics P.E.I. Inc. 70 Watts Avenue, Charlottetown, Prince Edward
Island C1E 2B9, Canada.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

77 utt fontin
Signature: ; [/ il Signature: m’ s JI
1

Full Name: Claudia Becker

Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

CQ&”? / Date of Approval: 9 Jisn-2024

Date of Approval: / < ) A

Date Issued: _'L _74¢4J_ - ¢ / 2

Place Issued: 65205 Wiesbaden, Germany

Supersedes: 26-Feb-2018

Effective (Date or i oo -
Lot Number): /2! /7 /L2 — « C(Z,




TECHNOPATH

CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

]

Manufacturer
Techno-path Manufacturing Ltd.
Fort Henry Business Park,

Ballina,
Co. Tipperary,
Ireland
Product(s):
Product Name Category Catalogue Numiber
Multichem S Plus Unassayed/single level  05P79-10
Multichem S Plus Unassayed/single level  05P79-11
Multichem S Plus Unassayed/single level  05P79-12
Multichem S Plus Assayed/single level 05P78-10
Multichem S Plus Assayed/single level 05P78-11
Multichem S Plus Assayed/single level 05P78-12
GMDN: 47869
Conformity Route: Annex Ill Self-Declared
Quality Management System: EN 1SO 13485:2016
QMS Certification No.: Q51038520004 Rev 01
Issued By: TUV SUD, RidlerstraRe 65, 80339 Munich,
Germany
Expiry Date: 12 February 2025

Standards Applied: See attached list of standards for which documented evidence of
compliance can be provided.

Techno-path Manufacturing Ltd. hereby declares that the product(s) specified
above comply with the requirements listed in European Union In-vitro Diagnostic
Medical Device Directive 98/79/EC.

I am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from (f (Day)_FE [ (Month) ;77 (Year)

DC003 Rev 15 DC-EU



TECHNOPATH
CLINICAL DIAGNOSTICS

Signed for and on behalf of Techno-path Manufacturing Ltd.,

4

4 ; Taas.

Bernd|Hass,

Place and Date of Issue

SVP of Quality and Regulatory Affairs
Techno-path Manufacturing Ltd.

STANDARDS USED IN FULL OR PART FOR CE MARKING AS PER IVDD 98/79/EC

Ballina, Co.Tipperary A{-Fcg- Zez2.

Standard

Title

EN 1SO15223-1:2016

Symbols to be used with medical device labels, labelling
and information to be supplied.

EN 15013485:2016

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN 13612:2002 + AC:2002

Performance evaluation of in vitro diagnostic medical
devices

EN 13641:2002

Elimination or reduction of risk of infection related to in
vitro diagnostic reagents

EN 13975:2003

Sampling procedures used for acceptance testing of in
vitro diagnostic medical devices — statistical aspects

ISO 14971:2019

Medical devices — Application of risk management to
medical devices

EN1SO 18113-1:2011

In vitro diagnostic medical devices — Information supplied
by the manufacturer (labelling) — Part 1: Terms, definitions
and general requirements

EN ISO 18113-2:2011

In vitro diagnostic medical devices — Information supplied
by the manufacturer (labelling) — Part 2: In vitro diagnostic
reagents for professional use

EN 23640:2015

In vitro diagnostic medical devices - Evaluation of stability
of in vitro diagnostic reagents

DC003

Rev 15

DC-EU
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Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-3P39-SD DLK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN . ; ; :
Size Code of Devices | Code Names and Description of Devices Classification
3P39-22 53583 Uric Acid Self-declared
3P39-42 ric Aci elf-declare
Authorized European N/A

Representative (name and address)

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

~ — —
Signature: ( - }S(?/C x) Signature: i ézt L1 % éﬂégﬂg

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: / 5’ /L/ Q j ke, 1/(.’ 2 Date of Approval: /3- Mﬁéj -2022
Date Issued: / .‘_r7 /VLJ 8 tf’c’?
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 26-Feb-2018
Effective (Date or

Lot Number): /3) /‘19{\/(, a)l:’ 88
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Basic UDi-DI:
Basic UDI-DI Name:
Risk Class:

EU Declaration of Conformity
038074DALOD04FU

Detergent A

Class A

List Number
and Size Code

Product and Trade Name GMDN Code

EMDN Code

1J72-20 Detergent A

59058

W0201010185

Manufacturer
{Name and Address)

Abbott Laboratories
1915 Hurd Drive
frving, TX 75038 USA.

Manufacturer SREN

US-MFE-0000817777

Authorized Representative
{Name and Address)

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized Representaiive SRN

DE-AR-000002457

Produced by (Site of Manufacture)
(Name and Address)

Sekisui Diagnostics P.E.L Inc.

70 Watts Avenue

Charlottetown, Prince Edward Island
CANADA CIE 2BS

Conformity Assessment Procedure

Annex II and 11

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) deseribed above conform with the applicable
provisions of the Regulation (EU} 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Dizective 2011/65/EU of the European Parliament and of the
Coungil of 8 June 2011 on the restriction of the use of certain hazardous substances in ¢lectrical and electronic equipment, and 1o
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 93/16/EC as transposed into the laws of the member states.
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex V1 of the ROHS

Directive, and Annex IT of the Machinery Directive and is issued under the sole responsibility of the

manufacturer.
Full Name: _Thomas Creel Full Name: Michele Smith-Waheed
. Sr. Director, Instrue t and Aut ti . . .
Function: Qrua];;cc e Function: Associate Director, Regulatory Affairs
)
7 (il
Signature: i 72(7/1; . 'Ll,dl Signature:

Date of Approval: y@"m fly— 239*1.;l

Signed for, and on  Abbott Labofatories, 1915 Hurd Drive,

Date of Approval: __ 27 -A /3(/ 202D

behalfof: Trving, TX 75038
Date Issued: D? d- /(4 A=l Place Issued: _Trving, Texas
/ Effective (Date
Supersedes;: N/A

or Lot Number):  Zp - ,{4 Py - 22
/



EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI HawnmMenosanue Ha 6a308 UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPOQXHY EE Boaowo UDI-DI Ovopasio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Po6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6é UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopen pucka Katanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIyKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemearkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kot Kodikdg Tuokevasiog Mpoidv ko Epumopikn Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zaSti¢eni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de listd si cod dimensiune Denumirea produsului si denumirea comerciald

SK Rizikova trieda Katalogové Cislo Néazov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni ¢islo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyie | Kwdwdg EMDN (Ovopatoroyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpos Mntpdov)

LITPOTEYVOAOYIKAV TPOIOVI®V) LOTPOTEYVOLOYIKMV TPOIOVT®V) Aevfuvon) Kotaokevaoth)

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ké6d Gyarto (név és cim) Gyarto egyedi regisztracids szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyroboéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmobiaHOMOLIEH IpeAcTaBUTEN (MME U apec) EPH Ha yIsIHOMOIICHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME U
azpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (nazev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovaiodotnpévog Avtirpdécmnog (Ovopa Kot SRN E&ovctodotnpévov Avtimposmnon Kartaokevdleton omd (Epyostéoto mapaymync)
Aevbouvon) (Ovopacio kot Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (ndzov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and I1I Full Name

BG IIpouenypa 3a o1leHKa Ha ChOTBETCTBUETO IIpunoxenne II u 111 IIp1HO HauMEHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang I und IIT Vollstindiger Name
EL Awdikaosio a&loldynong cupupudpe®ong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati Il e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og IIT Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo I e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/IaBaHe
CS Funkce Podepsano za a jménem Datum vydéni

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Ymoypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome ¢ per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha IapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepounvia M ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadas helye Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou nimero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Utéinnost' od (datum alebo &islo $arze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nomynoanucanute, ¢ HACTOSIIOTO JEKIapUpaMe, 4e TOPEONHCaHOTO(UTe) MEAUIIMHCKO(H) U3JICNHe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IIpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. OTHOCHO MEJUITMHCKUTE U3EUs 32
HMHBUTPO AUATHOCTHUKA; OCBEH TOBA OTrOBapsi(T) Ha NPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT u Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIoTpebaTa Ha ONPE/IE/ICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000py IBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napiamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIIMHUTE, U 32 U3MEHEHHUEe Ha JlupeKkTHBa
95/16/EQO, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C [IpHrnoxenue IV Ha Pernamenta 3a [VD, Ilpunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/jaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV nafizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europédischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gem#B Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gemal Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdpovteg, SNAGVOLLE e TO POV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKA 10TPOTEYVOLOYIKA TPOTOVTE GUUHOPPAOVOVTAL LE TIG 1IoYDOVCES S1aTAEELS
tov Kavoviepot (EE) 2017/746 tov Evponaikot KowoBovAiov kot tov ZvpPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveGTIKE 10TPOTEXVOLOYIKA
TPOIOGVTO KL EMIONG GLUHOPPAOVOVTOL e TS Woydovoeg dratdéelg g Odnylag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0TAGHO, KAOMS KoL LE TIG 10XV0VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H dMiwon avt yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yia tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evhovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD maééruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de ’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Réglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vije¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol sz616 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szol6 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl szo16 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadésra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par maSinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklardcija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erklaeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragao ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (si1) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga dmnen i elektrisk och elektronisk utrustning samt med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin siirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.
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Risk Class:

EU Declaration of Conformity

03B8074DALOOCAFL

Alkaline Wash

Class A

List Number
and Size Code

GMDN
Code

Product and Trade Name EMDN Code

9D31-20 Alkaline Wash

38236 1 WO0201010185

Manufacturer
(Name and Address)

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufactarer SRN

US-MFE-000017777

Authorized Representative
(Name and Address)

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized Representative SRN

DE-AR-000009457

Prodnced by (Site of Manufacture)
(Name and Address)

Fisher Diagnostics
8365 Valley Pike
Middietown VA 22645 USA

Conformity Assessment Procedure

Annex I and ITI

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Pacliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisicns of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
smending Directive 95/16/EC as {ransposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the VD Regulation, Annex VI of the ROHS
Directive, and Annex I of the Machinery Directive and is issued under the sole responsibility of ihe

manufacturer,

Full Name: Thomas Creel Full Name: Michele Smith-Waheed
Function: ‘S;u a[;;c ctor, Instrument and Automation Function: Associate Director, Regulatory Affairs
‘!LU«é
Signature: i ( . Signature:
Date of Approval: }(9 -y ,;2‘99,7\ Date of Approval: 7/d - /?%0, R 2D
Signed for, and on  Abbott Labofatories, 1915 Hurd Drive, P4

behaif of: Trving, TX 75038

Place Issued: [rving, Texas

Date Issued: JJ ’Mﬂ/wj “d g2

Supersedes: N/A or Lot Number):

Effective (Date
20+ /777, L



EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI HawnmMenosanue Ha 6a308 UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPOQXHY EE Boaowo UDI-DI Ovopacio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Po6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6é UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopen pucka Katanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIyKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemearkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kot Kodikdg Tuokevasiog Mpoidv ko Epumopikn Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zaSti¢eni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de listd si cod dimensiune Denumirea produsului si denumirea comerciald

SK Rizikova trieda Katalogové Cislo Néazov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni ¢islo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyie | Kwdwdg EMDN (Ovopatoroyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpos Mntpdov)

LITPOTEYVOAOYIKAV TPOIOVI®V) LOTPOTEYVOLOYIKMV TPOIOVT®V) Aevfuvon) Kotaokevaoth)

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ké6d Gyarto (név és cim) Gyarto egyedi regisztracids szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyroboéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmobiaHOMOLIEH IpeAcTaBUTEN (MME U apec) EPH Ha yIsIHOMOILCHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME H
azpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (nazev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovoiodotnpévog Avtirpdcsmnog (Ovopa Kot SRN E&ovctodotnpévov Avtimposmnon Kartaokevdleton omd (Epyostéoto mapaymync)
Aevbouvon) (Ovopacio kot Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (ndzov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and I1I Full Name

BG IIpouenypa 3a o1leHKa Ha ChOTBETCTBUETO IIpunoxenne II u 111 IIp1HO HauMEHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang I und IIT Vollstindiger Name
EL Awdikaosio a&loldynong cupupudpe®ong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati Il e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og IIT Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo I e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/IaBaHe
CS Funkce Podepsano za a jménem Datum vydéni

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Ymoypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome ¢ per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha IapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepounvia M ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadas helye Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou nimero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Utéinnost' od (datum alebo &islo $arze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nomynoanucanute, ¢ HACTOSIIOTO JEKIapUpaMe, 4e TOPEONHCaHOTO(UTe) MEAUIIMHCKO(H) U3JICNHe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IIpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. OTHOCHO MEJUITMHCKUTE U3EUs 32
HMHBUTPO AUATHOCTHUKA; OCBEH TOBA OTrOBapsi(T) Ha NPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT u Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIoTpebaTa Ha ONPE/IE/ICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000py IBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napiamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIIMHUTE, U 32 U3MEHEHHUEe Ha JlupeKkTHBa
95/16/EQO, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C [IpHrnoxenue IV Ha Pernamenta 3a [VD, Ilpunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/jaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV nafizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europédischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gem#B Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gemal Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdpovteg, SNAGVOLLE e TO POV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKA 10TPOTEYVOLOYIKA TPOTOVTE GUUHOPPAOVOVTAL LE TIG 1IoYDOVCES S1aTAEELS
tov Kavoviepot (EE) 2017/746 tov Evponaikot KowoBovAiov kot tov ZvpPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveGTIKE 10TPOTEXVOLOYIKA
TPOIOGVTO KL EMIONG GLUHOPPAOVOVTOL e TS Woydovoeg dratdéelg g Odnylag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0TAGHO, KAOMS KoL LE TIG 10XV0VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H dMiwon avt yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yia tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evhovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD maééruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de ’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Réglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vije¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol sz616 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szol6 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl szo16 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadésra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par maSinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklardcija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erklaeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragao ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (si1) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga dmnen i elektrisk och elektronisk utrustning samt med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin siirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.
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9D29-20 Water Bath Additive
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Manufacturer
{Name and Address)

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
{Name and Address)

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Aunthorized Representative SRN
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Produced by (Site of Manufacture)
{Name and Address)

Sekisui Diagnostics P.E.L Inc.
70 Watts Avenue

Charlottetown, Prince Edward Island
CANADA CIE 2B?
Annex 11 and T

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 Aptil 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in clectrical and clectronic equipment, and to
applicable provisions of Directive 2006/42/EC of the Buropean Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS
Directive, and Annex I of the Machinery Directive and is issued under the sole responsibility of the
manufacturer.

Conformity Assessment Procedute

Fuli Name: Thomas Creel Full Mame: Michele Smith-Waheed
Function: gruarlj iltl;ector, Instaiment and ATmgmRion Function:  Associate Director, Regulatory Affairs
| L
% ( ‘A»LJ
Signature: LD i Signature:
Date of Approval: jﬁ-' M i, __,";’(_';;Jc-,/l Date of Approval: ,Zé' - W% e 22D
Signed for,andon  Abbott LabGratories, 1915 Hurd Drive,
behalf of: Irving, TX 75038
Date Issued: _,:,Zﬂ . MO(// '_'OZJ;;?_CL Place Issued: Irving, Texas
7 Effective (Date

Supersedes: N/A

or Lot Number): &, Qza ~ L 2 2



EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI HawnmMenosanue Ha 6a308 UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPOQXHY EE Boaowo UDI-DI Ovopasio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Po6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6é UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopen pucka Katanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIyKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemearkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kot Kodikdg Tuokevasiog Mpoidv ko Epumopikn Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zaSti¢eni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de listd si cod dimensiune Denumirea produsului si denumirea comerciald

SK Rizikova trieda Katalogové Cislo Néazov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni ¢islo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyie | Kwdwdg EMDN (Ovopatoroyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpos Mntpdov)

LITPOTEYVOAOYIKAV TPOIOVI®V) LOTPOTEYVOLOYIKMV TPOIOVT®V) Aevfuvon) Kotaokevaoth)

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ké6d Gyarto (név és cim) Gyarto egyedi regisztracids szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyroboéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmobiaHOMOLIEH IpeAcTaBUTEN (MME U apec) EPH Ha yIsIHOMOIICHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME U
azpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (nazev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovaiodotnpévog Avtirpdécmnog (Ovopa Kot SRN E&ovctodotnpévov Avtimposmnon Kartaokevdleton omd (Epyostéoto mapaymync)
Aevbouvon) (Ovopacio kot Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (ndzov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and I1I Full Name

BG IIpouenypa 3a o1leHKa Ha ChOTBETCTBUETO IIpunoxenne II u 111 IIp1HO HauMEHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang I und IIT Vollstindiger Name
EL Awdikaosio a&loldynong cupupudpe®ong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati Il e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og IIT Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo I e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/IaBaHe
CS Funkce Podepsano za a jménem Datum vydéni

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Ymoypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome ¢ per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha IapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepounvia M ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadas helye Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou nimero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Utéinnost' od (datum alebo &islo $arze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nomynoanucanute, ¢ HACTOSIIOTO JEKIapUpaMe, 4e TOPEONHCaHOTO(UTe) MEAUIIMHCKO(H) U3JICNHe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IIpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. OTHOCHO MEJUITMHCKUTE U3EUs 32
HMHBUTPO AUATHOCTHUKA; OCBEH TOBA OTrOBapsi(T) Ha NPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT u Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIoTpebaTa Ha ONPE/IE/ICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000py IBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napiamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIIMHUTE, U 32 U3MEHEHHUEe Ha JlupeKkTHBa
95/16/EQO, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C [IpHrnoxenue IV Ha Pernamenta 3a [VD, Ilpunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/jaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV nafizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europédischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gem#B Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gemal Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdpovteg, SNAGVOLLE e TO POV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKA 10TPOTEYVOLOYIKA TPOTOVTE GUUHOPPAOVOVTAL LE TIG 1IoYDOVCES S1aTAEELS
tov Kavoviepot (EE) 2017/746 tov Evponaikot KowoBovAiov kot tov ZvpPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveGTIKE 10TPOTEXVOLOYIKA
TPOIOGVTO KL EMIONG GLUHOPPAOVOVTOL e TS Woydovoeg dratdéelg g Odnylag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0TAGHO, KAOMS KoL LE TIG 10XV0VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H dMiwon avt yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yia tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evhovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD maééruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de ’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Réglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vije¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol sz616 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szol6 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl szo16 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadésra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par maSinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklardcija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erklaeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragao ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (si1) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga dmnen i elektrisk och elektronisk utrustning samt med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin siirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.




End of form
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Abhott

EU Declaration of Conformity

038074DALOY0AFU
Acid Wash
Class A

Basic UDI-DI:
Basiec UDI-DI Name:
Risk Class:

List Number
and Size Code

GMDN
Code

Product and Trade Name EMDN Code

S6K01-20 Acid Wash 36676 | W0201010185

Manufacturer | Abbott Laboratories

(Name and Address)

1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
{Name and Address)

Ahbbott GmbH
Max-Planck-Ring 2

65205 Wiesbaden, Germany

Authorized Representative SRN | DE-AR-000009457

Produced by (Site of Manufacture)
{Name and Address)

Fisher Diagnostics
8365 Valley Pike
Middletown VA 22645 USA

Annex IT and 11

Conformity Assessment Procedure

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conformn with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 Aprit 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 201 1/65/EU of the European Parliament and of the
Councii of & June 2011 on the restriction of the use of certain hazardous substances in electrical and elecironic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Dircctive $3/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS
Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the

manufacturer.

Full Name: Thomas Creel Full Name: Michele Smith-Wahead
Function:  Sr. Director, Instrument and Automation Function:  Associate Director, Regulatory Affairs
Quality
17 , (
Signature: ,f/ VL (l ALLA Signature:
Date of Approval: 9(91 . MZU'} -"}%99‘ Date of Approval: &-— ¥ é,/ ¢ ZAF2
Signed for,and on  Abbott Labdratories, 1915 Hurd Drive,
behalfof: Irving, TX 75038
Date Issued: ()Z £ ﬂ%¢ ";:ZZ - Place Tssued: Irving, Texas
Effective (Date
Supersedes: N/A

or Lot Number): 7, . PP, — 20
~s



EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI HawnmMenosanue Ha 6a308 UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPOQXHY EE Boaowo UDI-DI Ovopacio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Po6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6é UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopen pucka Katanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIyKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemearkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kot Kodikdg Tuokevasiog Mpoidv ko Epumopikn Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zaSti¢eni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de listd si cod dimensiune Denumirea produsului si denumirea comerciald

SK Rizikova trieda Katalogové Cislo Néazov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni ¢islo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyie | Kwdwdg EMDN (Ovopatoroyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpos Mntpdov)

LITPOTEYVOAOYIKAV TPOIOVI®V) LOTPOTEYVOLOYIKMV TPOIOVT®V) Aevfuvon) Kotaokevaoth)

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ké6d Gyarto (név és cim) Gyarto egyedi regisztracids szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyroboéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmobiaHOMOLIEH IpeAcTaBUTEN (MME U apec) EPH Ha yIsIHOMOILCHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME H
azpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (nazev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovoiodotnpévog Avtirpdcsmnog (Ovopa Kot SRN E&ovctodotnpévov Avtimposmnon Kartaokevdleton omd (Epyostéoto mapaymync)
Aevbouvon) (Ovopacio kot Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (ndzov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and I1I Full Name

BG IIpouenypa 3a o1leHKa Ha ChOTBETCTBUETO IIpunoxenne II u 111 IIp1HO HauMEHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang I und IIT Vollstindiger Name
EL Awdikaosio a&loldynong cupupudpe®ong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati Il e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og IIT Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo I e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/IaBaHe
CS Funkce Podepsano za a jménem Datum vydéni

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Ymoypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome ¢ per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha IapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepounvia M ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadas helye Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou nimero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Utéinnost' od (datum alebo &islo $arze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nomynoanucanute, ¢ HACTOSIIOTO JEKIapUpaMe, 4e TOPEONHCaHOTO(UTe) MEAUIIMHCKO(H) U3JICNHe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IIpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. OTHOCHO MEJUITMHCKUTE U3EUs 32
HMHBUTPO AUATHOCTHUKA; OCBEH TOBA OTrOBapsi(T) Ha NPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT u Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIoTpebaTa Ha ONPE/IE/ICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000py IBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napiamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIIMHUTE, U 32 U3MEHEHHUEe Ha JlupeKkTHBa
95/16/EQO, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C [IpHrnoxenue IV Ha Pernamenta 3a [VD, Ilpunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/jaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV nafizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europédischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gem#B Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gemal Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdpovteg, SNAGVOLLE e TO POV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKA 10TPOTEYVOLOYIKA TPOTOVTE GUUHOPPAOVOVTAL LE TIG 1IoYDOVCES S1aTAEELS
tov Kavoviepot (EE) 2017/746 tov Evponaikot KowoBovAiov kot tov ZvpPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveGTIKE 10TPOTEXVOLOYIKA
TPOIOGVTO KL EMIONG GLUHOPPAOVOVTOL e TS Woydovoeg dratdéelg g Odnylag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0TAGHO, KAOMS KoL LE TIG 10XV0VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H dMiwon avt yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yia tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evhovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD maééruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de ’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Réglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vije¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol sz616 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szol6 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl szo16 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadésra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par maSinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklardcija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erklaeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragao ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (si1) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga dmnen i elektrisk och elektronisk utrustning samt med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin siirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.




End of form
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Abhott
EU Declaration of Conformity
Basic UDL-DI: 038074DALO004FU
Basic UDI-DI Name: Detergent B
Risk Class: Class A

List Number - GMDN | EMDN Code
and Size Code Product and Trade Name Code

2194-22 Detergent B 39058 | WO201010183

Manufacturer | Abbott Laboeatories
{Name and Address) | 1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SEN | US-MF-000017777

Authorized Representative | Abbott GmbH

{Name and Address)

Aunthorized Represenixtive SRN

Max-Planck-Ring 2
63205 Wiesbaden. Germany

DE-AR-000009457

Produced by (Site of Manufacture)
{(Name and Address)

Sekisui Diagnostics P.E.L Inc. o
70 Watts Avenue

Charlottetown, Prince Edward Island
CANADA C1E 2B9

Conformity Assessment Procedure | Annex II and ITI

We, the undersigned, hereby declare that the in vitro disgnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliameat and of the Council of 5 Aprii 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS
Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the
manufacturer.

Full Name: Thomas Creel Fuil Name:  Michele Smith-Waheed
Function: SQI;;E:; cfoy; Instrumicitioed Autamation Function:  Associate Director, Regulatory Affairs
P
Signature: ‘%’Zé') M Signature:
Date of Approval: - sy - D022 Date of Approval: Qzﬂ - ¥/, /; o —ofl 22

Signed for, and on  Abbott Labdtatories, 1915 Hurd Drive,
behalf of: Irving, TX 75038

Date Issued: 0@ - /77/;1/ —Zr2 2

Supersedes: N/A

Place Issued: Irving, Texas

or Lot Number):

Effective (Date
- /”g‘/ L2



EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI HawnmMenosanue Ha 6a308 UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zékladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPOQXHY EE Boaowo UDI-DI Ovopasio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Po6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6é UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zakladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopen pucka Katanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIyKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemearkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kot Kodikdg Tuokevasiog Mpoidv ko Epumopikn Ovopacio

ES Clase de riesgo Numero de referencia y codigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zaSti¢eni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de listd si cod dimensiune Denumirea produsului si denumirea comerciald

SK Rizikova trieda Katalogové Cislo Néazov produktu a obchodny ndzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni ¢islo vyrobce

DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kodwdg GMDN (Ovopatoroyie | Kwdwdg EMDN (Ovopatoroyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpos Mntpdov)

LITPOTEYVOAOYIKAV TPOIOVI®V) LOTPOTEYVOLOYIKMV TPOIOVT®V) Aevfuvon) Kotaokevaoth)

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber

FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ké6d Gyarto (név és cim) Gyarto egyedi regisztracids szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyroboéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmobiaHOMOLIEH IpeAcTaBUTEN (MME U apec) EPH Ha yIsIHOMOIICHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME U
azpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (nazev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovaiodotnpévog Avtirpdécmnog (Ovopa Kot SRN E&ovctodotnpévov Avtimposmnon Kartaokevdleton omd (Epyostéoto mapaymync)
Aevbouvon) (Ovopacio kot Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (ndzov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and I1I Full Name

BG IIpouenypa 3a o1leHKa Ha ChOTBETCTBUETO IIpunoxenne II u 111 IIp1HO HauMEHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang I und IIT Vollstindiger Name
EL Awdikaosio a&loldynong cupupudpe®ong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati Il e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og IIT Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo I e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/IaBaHe
CS Funkce Podepsano za a jménem Datum vydéni

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Ymoypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezd képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome ¢ per conto di Data di rilascio

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fun¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I’autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mim HoMep Ha IapTHAA)

CS Misto vydani Uginné od (datum nebo ¢&islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepounvia M ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadas helye Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Spéka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissdo Efetividade (Data ou nimero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Utéinnost' od (datum alebo &islo $arze)

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nomynoanucanute, ¢ HACTOSIIOTO JEKIapUpaMe, 4e TOPEONHCaHOTO(UTe) MEAUIIMHCKO(H) U3JICNHe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IIpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. OTHOCHO MEJUITMHCKUTE U3EUs 32
HMHBUTPO AUATHOCTHUKA; OCBEH TOBA OTrOBapsi(T) Ha NPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT u Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIoTpebaTa Ha ONPE/IE/ICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000py IBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napiamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIIMHUTE, U 32 U3MEHEHHUEe Ha JlupeKkTHBa
95/16/EQO, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C [IpHrnoxenue IV Ha Pernamenta 3a [VD, Ilpunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/jaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV nafizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europédischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gem#B Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gemal Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdpovteg, SNAGVOLLE e TO POV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKA 10TPOTEYVOLOYIKA TPOTOVTE GUUHOPPAOVOVTAL LE TIG 1IoYDOVCES S1aTAEELS
tov Kavoviepot (EE) 2017/746 tov Evponaikot KowoBovAiov kot tov ZvpPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveGTIKE 10TPOTEXVOLOYIKA
TPOIOGVTO KL EMIONG GLUHOPPAOVOVTOL e TS Woydovoeg dratdéelg g Odnylag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0TAGHO, KAOMS KoL LE TIG 10XV0VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H dMiwon avt yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yia tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evhovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD maééruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de ’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Réglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vije¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol sz616 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szol6 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl szo16 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadésra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Parliament
and of the Council of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par maSinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklardcija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erklaeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragao ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (si1) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga dmnen i elektrisk och elektronisk utrustning samt med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin siirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.
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Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-7D65-SD DLK TPM
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN o . : i
Sie Codi of Devices | Cade Names and Description of Devices Classification
7D65-22

53027 Gamma-Glutamy! Transferase Self-declared
7D65-42

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

(Bl

Signature: Signature:

Full Name: Claudia Becker Full Name:
Position: Director Quality Assurance Position:

Date of Approval: / 7 Mo \(/4 2022 Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

diffidontinn

Tiffini Jenkins

Manager Regulatory Affairs

/3—AJ0§/—2022

(9 Koy 2022
—
65205 Wiesbaden, Germany

26-Feb-2018

19 M2y 022
-




) Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-7D62-SD DLK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN

Representative (name and address)

Size Code of Devices | Code Names and Description of Devices Classification ]
7D62-22 | 53359 Cholesterol Self-declared |
Authorized European N/A

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Jiarmon[zed Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

—

Signature: ( K¢y [\ Signature: ‘21#5_4.1 4&2&543
Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Assoc. Director 'Regulatory Affairs
Date of Approval: 24 A f.L\} 0l Date of Approval: 23~ Mag-ZOQZ
‘ Date Issued: 2  Aug ‘){ 70}
Place Issued: 65205 Wiesbaden, G.cnnany
Supersedes: 26-Feb-2018
Effective (Da‘tc or \\'} { /0o > > )
Lot Number): L Al {
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Declaration of Conformity

Certificate Identification: DOC-6L45-SD DLK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN T ; ; "
Sive Code of Daviees | Code Names and Description of Devices Classification
6L45-22 53229 Total Bilirubin Self-declared
6L45-42 53229 Total Bilirubin Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical Sekisui Diagnostics P.E.L Inc. 70 Watts Avenue, Charlottetown, Prince Edward
documentation (name and address) | Island C1E 2B9, Canada.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

e f
Signature: - ﬁ( 4 / (N Signature: y

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: / V N -;-'\;f e 2 Date of Approval: /3 -M f‘if_] 1-2022.
Date Issued: /5) /’I’y‘j 202
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 13-Sep-2019
Effective (Date or

Lot Number): / f M Qj{ 8 022




) Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-3P68-SD DLK TPM
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

[ List Numbers and | GMDN o . e g
Size Code of Devices | Code Names and Description of Devices Classification
3P68-22 )
3P68-32 46795 Magnesium Self-declared
- _—
Authorized European N/A ]

Storage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, USA.

Harmeonized Standards

Listed in the Technical Documentation

We, the undersigned, hereb
conform with the applicable provisions of the EC Direc
Parliament and of the Council of 27 October 1998 on In Vitro

the CE marking,

transposed into the laws of the member states.

This declaration is made in accordance with Annex IIL of the IVD Direc

responsibility of the manufacturer.

Signature:
Full Name:
Position:

Date of Approval:

T PPN
L V. 5/» S Signature:
Claudia Becker Full Name:
Director Quality Assurance Position:
«'.")[i M \.('Li ‘},_,\/’ 2 Date of Approval:
Date Issued:

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

23 -M%J— 2022

tive and is issued under the sole

Tiffini Jenkins

__‘_.;',L'_! F’kf i* ‘}f ;.‘L- > :?

26-Feb-2018

)
/({ /"{‘{u{\) Ct

A

65205 Wiesbaden, Germany

-

2>

L%

y declare that the in vitro diagnostic medical devices described above and bearing
tive 98/79/EC of the European
Diagnostic Medical Devices as they are

Assoc. Director Regulatory Affairs




OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pummaecknii anpec: 109028, Pocens, . Mockea, CepedpsHuteckas nabepexras, 1. 27,

sraxk 4, moM. 1, koM. 17
Tenedon: 8 (800) 1000-730, c-mail: info@eacaudit.ru

wosi2  GEPTUPUKAT COOTBETCTBUA
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTHO®HKAILIHHM OO0 «'OPTECT»

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0punugeckuit agpec: 109028, Poceus, . Mockea, CepeGpanudcckan nabepexnas, 1. 27,

oraxk 4, noM. 1, ko, 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit,ru

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

«EAC AUDIT»
Perucrpauuonnbiii Homep Ne 04EAC1.CM.03842

BEIJTAHO HA OCHOBAHHWH PEIUEHMS O BBIJAYE CEPTU®HKATA COOTBETCTBHA
CUCTEMBI MEHE/[KMEHTA KAYECTBA U3JIEJUNA MEAMUMHCKHAX

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

105173, Poceus, r. Mockea, yiu. I'nasHas, 1. 6, kB. 12

(HOPHITHYECRIT aTipec THIT)

143906, Poccus, Mocxosekas obaacts, r. Banammxa, kaprai Ilurauncoso, 1. 88A

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

TIpHMCHATE 3HAK COOTBETCTBHs cucTeMbl moGporonbuoit ceprudmkaunn «EAC AUDIT» na nepron acicrsus ceprudurara
cooreercTBua No 04EACL.CM.03842 B mro6oit dopme, HCKIIOIAIOMIEH BOIMOMHOCTE TOIKOBAHHA €0 KAK 3HAKA COOTBETCTBHA
KaviecTha Mpogykumy. JonyckaeTca WCHIONB30BATE 3HAK COOTBETCTBMS B pexmaMHBIX Oyknerax, npocnektax, Gpomnopax,
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HACTOALMIA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPUBATD COCTOSHUE BbINOIHAEMBIX PAGOT B COOTBETCTBHU C
BBILIEYKA3AHHBIMW CTAHQAPTAMM, 4TO BYAAET HAXOAWTLCA NOA KOHTPONTEM OPTAHA NO CEPTHONKALIMM CHCTEMbB!
AOBPOBONIbHON CEPTUOUKALLIWM "EAC AUDIT" W NOATREPXAATHLCA NPH NPOX0H AEHUK EXET04HOM0 MHCNEKLMOHHOMO KOHTPONA




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

OPT'AH ITO CEPTU®PHKAIIMH 000 «I'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpuaHueckuii agpec: 109028, Poceus, ©. Mockea, Cepelpanudeckas Habepexnas, u. 27,

arak 4, noM. 1, ko, 17
Teaedou: 8 (800) 1000-730, e-mail: info@cacaudit.ru

CEPTUPUKAT COOTBETCTBUA AYAUTOPA
Perncrpanuonnsiii nomep Ne 04EAC1.CM.03842-02

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

cooTBeTCTBYeT  TpeGoBaHMsM  cucreMmbl  JjoOpoBonpHON  ceprudukanmmu  «EAC  AUDIT»,
NpeassSBASEMBEIM K ayIUTOpaM BHYTPEHHUX MPOBEPOK CUCTEMBI MEHE/KMEHTA KauecTBa H3JIEeNui
Menunurckux Ha coorBercrsue craHmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «Usnemms
MeguupHckue.  CHcTeMBl  MeHemKMeHTa  kadecTsa, CucremHele TpeGoBaHMs  Jna  Lenei
PETYTHPOBAHUA»

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024
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HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
BBILEYKAIAHHBIMH CTAHZAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJMIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBbI
AOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M NOATBEPX AATLCA NMPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMORHOI O KOHTPONA




OEOEPAIILHOE ATEHTCTBO

IO TEXHUMUECKOMY PEIYJIMPOBAHWIO W METPOJIOIMH
CHCTEMA JOLPOBOJ IbHOW CEPTUOUKALIMM TOCT P
«EAC AUDIT»

PEI'MCTPALIMOHHBIN IIOMEP POCC RU.32028.04EACI
OPI'AH I1O CEPTHOHUKALIMH OO0 «'"OPTECT»
PEFHCTPATIHOI‘IHLIH HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

FOpuanueckuit anpec: 109028, Poceus, . Mockera, Cepebpannueckas nadepexkHan, 1. 27,
oTax 4, nom. 1, kom. 17

Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CEPTU®UKAT COOTBETCTBUSA AYAUTOPA
Perncrpauuonnsiii Homep Ne 04EAC1.CM.03842-03

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

COOTBCTCTBYCT  TpeGOBaHMAM  CHCTEMbI  106poBonbHOM  ceprudukammu  «EAC  AUDIT»,
NpeaBABIAEeMEIM K ayquTOpaM BHYTPEHHHMX IIPOBEPOK CHCTEMBI MEHEIKMEHTA KauecTBa M3Je/i
MEIMOWHCKHX Ha coorsercrsue cranmapry T'OCT ISO 13485-2017 (ISO 13485:2016) «Msnenus

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS
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EC-Declaration of Conformity

Manufacturer:
Classification:

Page 1 of 6

EC-Declaration of Conformity

According to Directive 98/79/EC on in-vitro-diagnostic devices, Annex Il

nal von minden GmbH, Carl-Zeiss Str.12, 47445 Moers
Other Products

We herewith declare on our sole responsibility that all batches of below mentioned In-
vitro-diagnostic devices are conform with the Essential Requirements Annex | of the
directive 98/79/EC of the European Parliament and of the Council of 27 October 1998
on in vitro diagnostic medical devices. The products are suitable for the intended
application (only professional users).

Relevant standards and guidelines are applied.

141000 NADAL® EARLY hCG Pregnancy 153002 NADAL® hCG Pregnancy TEST 10
dipstick mlU/ml — Urin/Serum
141000_SSL | NADAL® EARLY hCG Pregnancy 153003 NADAL® hCG 25 mlU/mIn Dipstick
dipstick 153003_SSL | NADAL® hCG 25 mIU/mlin Dipstick
®
141002 NADAL® hCG Pregnancy Test 25 161001 NADAL® hLH Ovulation rapid test
mlU/ml dipstick : :
142000 NADAL® EARLY hCG 10 m|u/m| 161001_55'. NADAL® hLH Ovulation rapld test
cassette 162001 NADAL® hLH Ovulation rapid test
142002 NADAL® hCG Pregnancy Cassette 162001_SSL | NADAL® hLH Ovulation rapid test
Test 25 ml I
est 25 miU/m 164001 NADAL® hLH Ovulation 30 mIU/ml
143003 NADAL® hCG Pregnancy Tests 10 .
U/ml dipstick Midstream
MM CIpSHe — 165001 NADAL® hLH Ovulation 30
143004 NADAL® hCG t 25 mlU/ml dipstick N
mlU/ml dipstick
143004_SSL | NADAL® hCG t 25 mlU/ml dipstick 165001 SSL | NADAL® hLH Ovulation 30
144001N-10 | NADAL® hCG Pregnancy Test, mlU/ml dipstick
Midstream 20 mlU/ml cassette 165002 NADAL® hLH Ovulation rapid tests
151002 NADAL® hCG Pregnancy (2,5mm)
151002SE NADAL® hCG Pregnancy rapid test 165003 NADAL® hLH Ovulation rapid test
151003 NADAL® hCG Test 10mIU/ml 165003_SSL | NADAL® hLH Ovulation rapid test
Urin/Serum Dipstick 166001 NADAL® hLH Ovulation 30 mlU/ml
152000 NADAL® hCG Pregnancy 10 mlU/ml cassette
cassette 172001 NADAL® FSH cassette
152002 NADAL® hCG Pregnancy 25 mlU/ml 172001 SSL | NADAL® FSH cassette
cassette 172003N-10 | NADAL® FSH cassette
152003 NADAL® hCG Pregnancy Test 20
194002 NADAL® pH-Test

mlU/ml cassette S/P/W
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201001 NADAL® Syphilis dipstick cassette
201001_SSL | NADAL® Syphilis dipstick 262002 NADAL® H.Pylori Antigen cassette
202001 NADAL® Syphilis cassette 262003 NADAL® H. pylori Ab cassette
202001_SSL | NADAL® Syphilis cassette 262004BUL | NADAL® H. pylori Scan Ab cassette
203001 NADAL® Syphilis rapid tests 262004BUL | NADAL® H. pylori Scan Ab cassette
203002 NADAL® Syphilis rapid tests N-10
203002_SSL | NADAL® Syphilis rapid tests 272001 NADAL® FOB cassette
221001A NADAL® Strep A dipstick 272001_SSL | NADAL® FOB cassette
221005 NADAL® Strep A reagent 1 272008 NADAL® FOB cassette
221006 NADAL® Strep A reagent 2 272009 NADAL® Hb/Hp Complex cassette
221050N-50 | NADAL® Strep A plus rapid tests 272010 NADAL® FOB cassette
222001A NADAL® Strep A cassette 272011 NADAL® Hb/Hp cassette
222007 NADAL® Strep A plus cassette 272011N-25 | NADAL® Hb/Hp cassette
522008 NADAL® Strep A plus cassette 272015 NADAL® Hb/Hp Complex cassette
222011 NADAL® Strep A plus cassette 272015_SSL | NADAL® Hb/Hp Complex cassette
222049BUL NADAL® Strep A Scan cassette 272016 NADAL® FOB plus cassette
222049BUL- | NADAL® Strep A Scan cassette 272031RU NADAL® Hb/Hp Complex cassette
222001 NADAL® Strep B cassette (2)12031RU- NADAL® Hb/Hp Complex cassette
232001_SSL | NADAL® Strep B cassette 272031RU_ | NADAL® Hb/Hp Complex cassette
232005 NADAL® Strep B reagent 1 SSL
232006 NADAL® Strep B reagent 2 272035 NADAL® FOB60 plus cassette
241005N-10 | NADAL® Influenza A+B dipstick 272035_SSL | NADAL® FOBEO plus cassette
241006N-25 | NADAL® Influenza A+B dipstick 272037 NADAL® FOB & Hb/Hp patient set
242001 NADAL® Influenza A+B cassette 272040 NADAL® FOB Il Cassettes
242006N-10 | NADAL® Influenza A/B cassette 272041 NADAL® FOB6O Cassette
252001 NADAL® Mononucleosis cassette 272041_SSL | NADAL® FOBEO Cassette
252002 NADAL® Mononucleosis dipstick 272042 NADAL® FOB75 Cassette
252003 NADAL® Mononucleosis cassette 272043 NADAL® FOB75 Il Cassette
252003N-20 | NADAL® Mononucleosis cassette 282000 NADAL® Troponin | cassette
252005 NADAL® Mononucleosis positive 282001 NADAL® Troponin | cassette

conrtol 282001_SSL | NADAL® Troponin | cassette
252006 NADAL® Mononucleosis negative 282003 NADAL® Trop |, CK-MB, Myoglobin

conrtol Combi- cassette
252017N-05 | NADAL® Mononucleosis cassette 282015 NADAL® Troponin | cassette
262001 NADAL® H.Pylori Antikdrper 292001 NADAL® Myoglobin cassette
262001_SSL cNa/isDittg H.Pylori Antikorper 292001N-05 | NADAL® Myoglobin cassette
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302001 NADAL® CK-MB cassette 472003N-10 | NADAL® Malaria 4 species cassette
302001_SSL | NADAL® CK-MB cassette 472003_SSL | NADAL® Malaria 4 species cassette
311003 NADAL® CrP Dipstick 472008 NADAL® Malaria 4 species cassette
311004 NADAL® CRP plus Dipstick 472009 NADAL® Malaria Pf/Pv Ab cassette
311006 NADAL® CRP plus Dipstick 472030N-25 | NADAL® Malaria Pf/Pan Ag
312001 NADAL® CrP cassette 4Species cassette
312002 CI:'sAsDeﬁtL: high sensitive CrP 472030N-10 Z?pZAciL:s '\c/laa::;?epf/ Pan Ag
312017 NADAL® CRP Quant RFID chip 472036N-25 E:pZAciL:s'\c/';::;:epf/ Pan Ag
312021BUL | NADAL® CRP Quant cassette 481002 NADAL® Adenovirus rapid tests
312021NBU | NADAL® CRP Quant cassette 481003 NADAL® Adenovirus rapid tests
;2220003N-30 NADAL® Tuberkulose 1gG/IgM 481004 NADAL® Rotavirus rapid tests

cassette 481005 NADAL® Rotavirus rapid tests
322003N- NADAL® Tuberkulose 1gG/IgM 481006 NADAL® Adenovirus 40/41 strips
30_SsL cassette 481007 NADAL® Adenovirus 40/41 strips
331001 NADAL® Mikroalbumin Dipstick 481008 NADAL® Adenovirus Respiratory
331004N-50 | NADAL® Mikroalbumin Dipstick rapid tests
333001 NADAL® Mikroalbumin Dipstick 481013 Adenovirus Positive Control
351006 NADAL® D-Dimer cassette 481015 NADAL® Rota-Adenovirus cassette
351006_SSL | NADAL® D-Dimer cassette 481015_SSL | NADAL® Rota-Adenovirus cassette
351007 NADAL® D-Dimer cassette 481015N-20 | NADAL® Rota-Adenovirus cassette
374018 glabs aPTT-INR Control 481016 NADAL® Adenovirus cassette
431001N-03 | NADAL® PROM Test Dipstick 481016_SSL | NADAL® Adenovirus cassette
431001N- NADAL® PROM Test Dipstick 481017 NADAL® Rotavirus cassette
03_SsL 481049BUL | NADAL® Rota-Adenovirus Scan
431001N-10 | NADAL® PROM Test Dipstick cassette
431001N- NADAL® PROM Test Dipstick 481049BUL- | NADAL® Rota-Adenovirus Scan
10_SSL 10 cassette
431001N-20 | NADAL® PROM Test Dipstick 491000N-10 | NADAL® RSV plus Dipstick
431006N-03 | NADAL® PROM Amniotic fluid 491000N- NADAL® RSV plus Dipstick

Dipstick 10_SSL
431006N-10 | NADAL® PROM Amniotic fluid 491003N-25 NADAL® RSV Dipstick

Dipstick I 491005 NADAL® RSV cassette
431006N-20 gg?ﬁj PROM Amniotic fluid 491008BUL | NADAL® RSV Scan cassette
472001N-25 | NADAL® Malaria Pf Ag test cassette 491009 NADAL® RSV-Adeno Resp cassette
472001IN- | NADAL® Malaria Pf Ag test cassette 491015 NADAL® RSV Dipstick
25_SSL 495001 NADAL® MRSA Screen Latex-
472003N-25 | NADAL® Malaria 4 species cassette Agglutinationstest
REV10 2017-03-24
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495001_SSL | NADAL® MRSA Screen Latex- 552020 NADAL® Legionella Urine Antigen
Agglutinationstest test
501006 NADAL® E.coli 0157 Cassette 562003N-10 | NADAL® BCA/HB inkl.
501006_SSL | NADAL® E.coli 0157 Cassette 562003RU NADAL® BCA/HB inkl.
501012 NADAL® EHEC Verotoxin 1-2, feces 572004N-10 | NADAL® Streptococcus
- cassette 4 10 pneumoniae cassette
501012_SSL | NADAL® EHEC Verotoxin 1-2, feces 572005 NADAL® Legionella/S. pneumonia
- cassette 4 10 cassette
511002 NADAL® Cryptosporidium Dipstick 580005N-25 | NADAL® TSH cassette
511006 NADAL® Cryptosporidium cassette 582003 NADAL® C. difficile Toxin A/B
511006_SSL | NADAL® Cryptosporidium cassette cassette
° . -
521001 NADAL® Giardia Dipstick 582003_SSL | NADAL® C. difficile Toxin A/B
— : cassette
521004 NADAL® Crypto/Giardia Test strips 582004 NADAL® Clostridium Difficile GDH
521006 NADAL® Giardia cassette 582008 NADAL® Clostridium Difficile Toxins
521009 NADAL® Giardia cassette A&B cassette
521010 NADAL® Giardia-Crypto-Combo 582009 NADAL® C. perfringens Ag cassette
cassette 582009_SSL | NADAL® C. perfringens Ag cassette
521010_SSL | NADAL® Giardia-Crypto-Combo 582016N-10 | NADAL® Clostridium Difficile Toxin
Cassette A+B/GDH Cassette
532001_SSL | NADAL® Dengue cassette 600002N-30 | NADAL® Rheumatoid Factor test
532001N-25 | NADAL® Dengue cassette cassette
532002N-25 | NADAL® Dengue cassette 611003N-10 | NADAL® Gonorrhea cassette
532003N-25 | NADAL® Dengue cassette 611003N- NADAL® Gonorrhea cassette
532004N-25 | NADAL® Dengue cassette 10_55L
S 611005N-10 | NADAL® Gonorrhea cassette
532004N- NADAL® D tt
oy engue cassette 612004N-25 | NADAL® CCA (Bilharzia) cassette
535011 NADAL® Dengue IgG/IgM cassette 622001N-30 NADAL® HAV IgIVI test cassette
532011N-25 | NADAL® Dengue IgG/IgM cassette 622040N-30 | NADAL® HEV IgM cassette
532012N-25 | NADAL® Dengue NS1 Ag Cassette 622070N-30 | NADAL® HAV IgG/IgM cassette
532016N-25 | NADAL® Dengue NS1 Ag+lgG/IgM 622070N- | NADAL® HAV IgG/IgM cassette
Cassette 30_SSL
542001N-25 | NADAL® Tetanus cassette 652001N-30 | NADAL® Chagas IgG cassette
552005 NADAL® Legionella Urin Antigen 652001N- NADAL® Chagas IgG cassette
cassette 30_5SL
552005_SSL | NADAL® Legionella Urin Antigen 662001N-30 | NADAL® Leishmania cassette
cassette 672001N-30 | NADAL® Filariasis cassette
552006 NADAL® Legionella Urin Antigen 672001N- NADAL® Filariasis cassette
cassette 30 SSL
552006_55'. NADAL® Leglonella Urin Antigen GSEOOZN-ZO NADAL® Chlkungunya IgIVI

cassette

REV10
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692001N-30 | NADAL® Typhus Cassette 870001 NADAL® Lyme Borreliose Cassette
692001N- NADAL® Typhus Cassette
30_SsL 920001 NADAL® Norovirus Cassette
712001 NADAL® AFP Cassette
712001_SSL NADAL® AFP Cassette 920001_SSL | NADAL® Norovirus Cassette
722003 NADAL® CEA Cassette 920002 NADAL® Norovirus I+ Il Cassette
722003 _SSL | NADAL® CEA Cassette

p .
790001 NADAL® Celiac Disease (TG 920002_SSL | NADAL® Norovirus I+ 1l Cassette
Cassette 1010002N- | NADAL® Cholera 01/0139 cassette
790001_SSL | NADAL® Celiac Disease tTG 20
Cassette 1120003N- | NADAL®Candida Albicans (Cassette
790002 NADAL® Celiac Disease tTG & 20 4 20)
Gliadine Cassette 1130002N- | NADAL® HSV-1 IgG/IgM - Herpes-
795002 NADAL® ASO Latex 30 Simplex-Virus
5 1130003N- NADAL®HSV-2 I1gG/IgM - Herpes-
795003 NADAL® ASO Latex 30 Simplex-Virus
® in — —
795005 NADAL® CRP Latex 1200001 NADAL Lalctoferrln Test — Feces
(Cassette a 10)
795006 NADAL® CRP Latex 1201004N- | NADAL® Ferritin cassette
795008 NADAL® RF Latex 10
® in — —_
795008_SSL | NADAL® RF Latex 1212001 ;\_lr,;k(DlAlLo)Calprotectln Test — Feces
a
795009 NADAL® RF Latex 1212001_SS | NADAL® Calprotectin — Test — Feces
795010 NADAL® RPR Carbon Latex L (TK 4 10)
795011 NADAL® RPR Latex 1212002 NADAL® Calprotectin +Lactoferrin
795015 NADAL® VDRL Test Feces (TK 4 10)
1222001 NADAL® Enterovirus — Test — Feces
795016 NADAL® VDRL (TK 4 10)
795017 NADAL® Waaler Rose Latex 1222001_SS | NADAL® Enterovirus — Test — Feces
795018 NADAL® Waaler Rose Latex L (TK 4 10)
795024 NADAL® IM Latex 1232001 NADAL® C?mpylobacter—Test—
A Feces (TK @ 10)
735027 NADAL® TPHA 1242001 NADAL® Salmonella spp. — Test —
795028 NADAL® TPHA Feces (TK 4 10)
795030 NADAL® Rose Bengale 1242002 NADAL® Salmonella Typhi-Test —
850003 NADAL®Astrovirus Test Cassette Feces (TK 4 10)
1252001 NADAL® Listeria-Test — Feces (TK &
10)
i ® i
850003N-10 | NADAL®Astrovirus Test Cassette 1262001 NADAL® Shigella-Test - Feces (TK &
10)
860001 NADAL® Bence Jones Proteinurie 1262002 NADAL® Shigella Dysenteriae-Test
Dipstick — Feces (TK a 10)
1320002 NADAL® HB Hamoglobin Dipstick

REV10
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1320003 NADAL® HB Kontroll Dipstick (a 2) 2210001_SS | NADAL® IgE cassette
1320004 NADAL® HB Kapillarréhrchen 10 pl L
(4 50)

2090001 NADAL® Entamoeba cassette
2090001_SS | NADAL® Entamoeba cassette
L
2200001 NADAL® IgG cassette
2201001N- | NADAL® IgE cassette
10
2210001 NADAL® IgE cassette
This document is valid until 23.03.2019.
Moers, 24.03.2017
nal von minden GmbH

nal von minden

Carl-Zeiss-Strae 12

47445 Mngrs

Tel: 4 éﬁ&: 99820~

— r::::gal»vonmmadzen.i!e von minden

Sandra von Minden
CEO
nal von minden GmbH
REV10 2017-03-24
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CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQ05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commerecializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of blologlcal specimens!in natural orifice and in‘surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the:manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturmg of invasive medical devices with respect.to body orifices /(class /stenle)
' Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla ingua italiana
In cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian langtiage

[ AMMINISTRATORE DELEGATO

N

MANAG/NG DIRECTOR
iy, ‘ % Dr. Ing. Roberto Cusolitg .
Data di Prima Emissione Data di Prima Emissione ITALCERT - DatadiRinnovo Data di Scadenza
(Lt Fifst Issue Date- First Issue Date [TALCERT Renewal Date Expiration Date | |
] 1998 07-23 . 2011-10-30 2020-10-30 2023-10-29 /|

! gSettorelAF14 29 s ACCREDIA 7§

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcertit | italcertsri@legalmail it
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CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di -
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and'i in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect. to body orifices (class I'sterile).

Marketing of medical and diagnostic devices in vitro. N
Al presente Certificato  soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirelments established in the Rules for the cr’mﬂmnan in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla I|ngua italiana
Incases of dnscrepnncy between the languages used in 'the trapslation of the conteit of this certificate, please refer to the ftalian language. |

LAMMINISTRATORE DELEGATO
MANAGING DIRECTOR

Dr. Ing. Roberto Cusolitd

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |\

First lssue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29. "

<

ACCREDIA \

VENTE [TAUANO DI ACCREDITAMENTO

|

Tl SGQ N°® 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT S.r.l. | Viale Safca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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global assurance

This is to certify that the Quality Management System of:

Avantor Fluid Handling B.V.

Maidstone 50
5026 SK Tilburg
The Netherlands

applicable to:

The design, engineering, manufacturing and distribution of Single Use Systems and
supporting hardware, including installation-, service- and maintenance activities for the
pharmaceutical and biotech industry.

has been assessed and approved by
National Quality Assurance, U.S.A., against the provisions of:

ISO 9001:2015

Certificate Number: 16880
EAC Code: 34
§ Certified Since: March 22, 2012
Valid Until: March 19, 2024
Reissued: March 20, 2021

Cycle Issued: March 20, 2021

For and on behalf of NQA, USA

ACCREDITETD

e ISOIIEC 7021

MAMNAGEMEMT SYSTEMS
CERTIFICATION BODY
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DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE "Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "1In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi

www.vacutestkima.it

A, disposable labware
indirizzo Via dell'Industria, 12
il 35020 Arzergrande (PD) - Italia
telefono " fax e posta elettronica . o
hone“+39-049-9720624 o +39-049-9720182 ot info@vacutestkima.it

Sistema di prelievo di sangue e altri liquidi biologici
mediante provette con vuoto predeterminato in plastica

identificazione dei prodotti w ”
product identification VACUTEST KIMA”".

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “VAC UTEST KIMA"

dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/ 79/CE e s.m.i.

classificazione dei prodotti
devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

product classification

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i." Dispositivi Medico-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all'Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

;;‘;goaﬁ ;?Ee Arzergrande, 01/01/2015
o Assicuratore Qualita / Quality Manager
i _ Giovanni Chiarin

signature

(OV U C:é“@ Mo

VACUTEST KIMA srl - Vacuum tubes - Via dell'Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



Liofilchem®

DICHIARAZIONE DI CONFORMITA CE / EC DECLARATION OF CONFORMITY

DICHIARAZIONE DI CONFORMITA CE

La societa Liofilchem® S.r.I,, con Sede Legale in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italia, in qualita di
fabbricante del dispositivo medico-diagnostico in vitro elencato nella tabella allegata Revisione 31.0 del

08.01.2016
dichiara sotto la propria responsabilita

1. che il dispositivo sopra indicato soddisfa tutte le disposizioni applicabili della Direttiva 98/79/CE (Allegato
III) recepita nella Legislazione Italiana dal Decreto Legislativo n® 332 del 8 settembre 2000;

2. che il dispositivo in oggetto non ¢ incluso nell’ Allegato II, lista A e B della Direttiva 98/79/CE

3. che la documentazione tecnica di cui all’allegato III della direttiva Direttiva 98/79/CE ¢ a disposizione delle
autorita nazionali presso la sua sede e sara conservata per 5 anni dall’ultima data di fabbricazione del
prodotto;

4. che il processo di fabbricazione segue adeguati principi di assicurazione della qualita;

5. di aver attivato e di mantenere aggiornato, un sistema di sorveglianza post-produzione per il monitoraggio
dei prodotti;

6. che il dispositivo in oggetto & stato messo in commercio munito di marcatura CE.

EC DECLARATION OF CONFORMITY

The company Liofilchem® S.r.1., registered office in Via Scozia, 64026 Roseto degli Abruzzi (TE) Italy, as a
manufacturer of the in vitro medical-diagnostic device listed in the attached table, Revision 31.0 of 08.01.2016

hereby certifies under its own responsibility

1. that the above mentioned device complies with all the applicable provisions of Directive 98/79/EC (Annex III)
and its relevant transposition into national law;

2. the above mentioned is not included in Annex II, List A and B of Directive 98/79/EC;

3. that the technical documentation referred to at Annex III of the Directive 98/79/EC is available for the
national authorities in its facility and that this documentation shall be kept for 5 years after the last product
has been manufactured;

4. that the manufacturing process follows suitable principles of quality assurance;

5. that, has implemented and keep up to date, a post-production surveillance system for monitoring the
products;

6. that the device in question, was introduced into the market provided with CE mark.

Roseto, 08.01.2016 Direttore Tecnico/ Technical Director

Dott. Silvio Brocco
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10002 DNA AGAR + BLU DI TOLUIDINA 10046 SERUM TELLURITE AGAR
10004 CLED ANDRADE AGAR 10047 BISMUTH SULFITE AGAR

10004* CLED ANDRADE AGAR 10047* BISMUTH SULFITE AGAR

10005 MAC CONKEY SORBITOL AGAR 10048 E.M.B. LEVINE AGAR

10005* MAC CONKEY SORBITOL AGAR 10048* E.M.B. LEVINE AGAR

10006 TRYPTIC SOY AGAR + 0,6% YEAST EXTRACT 10050 CAMPYLOBACTER AGAR (Sheep Blood 5%)
10007 BACILLUS CEREUS AGAR (PEMBA) 10050* CAMPYLOBACTER AGAR (Sheep Blood 5%)
10007* BACILLUS CEREUS AGAR (PEMBA) 10051 Legionella BCYE Agar

10011 YEAST GLUCOSE CHLORAMPHENICOL AGAR 10051* Legionella BCYE Agar

10011* YEAST GLUCOSE CHLORAMPHENICOL AGAR 10052 YERSINIA SELECTIVE AGAR

10013 DNase TEST AGAR 10052* YERSINIA SELECTIVE AGAR

10013* DNase TEST AGAR 10053 WILKINS CHALGREEN AGAR

10014 Purple Lactose Agar 10053* WILKINS CHALGREEN AGAR

10014* Purple Lactose Agar 10054 WURTZ LACTOSE AGAR

10017 CZAPEK DOX AGAR 10054* WURTZ LACTOSE AGAR

10018 DRIGALSKY LACTOSE AGAR 10056 X.L.D. AGAR

10021 BIGGY (NICKERSON) AGAR 10056* X.L.D. AGAR

10021* BIGGY (NICKERSON) AGAR 10057 BILE AESCULIN AGAR

10022 BRILLIANT GREEN AGAR 10057* BILE AESCULIN AGAR

10022 BRILLIANT GREEN AGAR 10058S TRYPTIC SOY AGAR lrradiated -30 mL-
10023 Chocolate Agar 10060 BRAIN HEART INFUSION AGAR

10023* Chocolate Agar 10060* BRAIN HEART INFUSION AGAR

10024 TRYPTOSE AGAR 10064 CHRISTENSEN UREA AGAR

10024* TRYPTOSE AGAR 10065 SCHAEDLER KKV AGAR(Sheep Blood 5%)
10025 COLUMBIA AGAR (Horse Blood 5%) 10065* SCHAEDLER KKV AGAR(Sheep Blood 5%)
10025* COLUMBIA AGAR (Horse Blood 5%) 10067 SCHAEDLER KVN AGAR (Sheep Blood 5%)
10026 CLED AGAR 10069 X.L.T. 4 AGAR

10026* CLED AGAR 10069* X.L.T. 4 AGAR

10027 BACILLUS CEREUS AGAR (Mossel) 10074S TRYPTIC SOY AGAR+NEUTRALIZING Irradiated
10027* BACILLUS CEREUS AGAR (Mossel) 10078 MUELLER HINTON Il MOD. AGAR

10028 ISOSENSITEST AGAR 10078* MUELLER HINTON Il MOD. AGAR

10028* ISOSENSITEST AGAR 10079 CASITONE AGAR

10029 MAC CONKEY AGAR 10079* CASITONE AGAR

10029* MAC CONKEY AGAR 10080 HAEMOPHYLUS TEST AGAR

10030 MANNITOL SALT AGAR 10080* HAEMOPHYLUS TEST AGAR

10030* MANNITOL SALT AGAR 10082 HELICOBACTER PYLORI AGAR

10031 MUELLER HINTON Il AGAR 10082 HELICOBACTER PYLORI AGAR

10031* MUELLER HINTON Il AGAR 10090 M.R.S. Agar

10033 PSEUDOMONAS (CETRIMIDE ) AGAR 10090* M.R.S. Agar

10033* PSEUDOMONAS (CETRIMIDE ) AGAR 10095 BRAIN HEART AGAR FOR HAEMOPHILUS
10035 SABOURAUD AGAR 10129 MAC CONKEY AGAR MMG

10035* SABOURAUD AGAR 10129* MAC CONKEY AGAR MMG

10035S SABOURAUD AGAR Irradiated 10131 Mueller Hinton Il Agar (Sheep Blood 5%)
10036 S.S. AGAR 10131* Mueller Hinton Il Agar (Sheep Blood 5%)
10036* S.S. AGAR 10132 MUELLER HINTON FASTIDIOUS AGAR 90 mm
10037 TRYPTIC SOY AGAR 10134 Legionella BMPA Agar

10037* TRYPTIC SOY AGAR 10141 SALMONELLA TEST AGAR

10037S TRYPTIC SOY AGAR Irradiated 10141* SALMONELLA TEST AGAR

10039 ROGOSA AGAR 10142 BLOOD AGAR (Sheep Blood 7%)(ISO 10560)
10039* ROGOSA AGAR 10142 BLOOD AGAR (Sheep Blood 7%)(ISO 10560)
10040 NEW YORK CITY AGAR 10143 Mueller Hinton Agar + 5 % Horse Blood Lysed
10040* NEW YORK CITY AGAR 10145 CAMPYLOBACTER KARMALI AGAR

10041 LISTERIA PALCAM AGAR 10146 CAMPYLOBACTER PRESTON AGAR
10041* LISTERIA PALCAM AGAR 10148 CAMPYLOBACTER AGAR (Sheep Blood 10%)
10042 CRYSTAL VIOLET AGAR (Sheep Blood 5%) 10225 LISTERIA PALCAM AGAR 140 mm

10042 CRYSTAL VIOLET AGAR (Sheed 5%) 10231 MUELLER HINTON Il AGAR 140 mm

10043 HEKTOEN ENTERIC AGAR 10233 R.P.M.I. AGAR

10043* HEKTOEN ENTERIC AGAR 10235 SABOURAUD CAF AGAR + GENTAMICIN
10044 NUTRIENT AGAR 10235 SABOURAUD CAF AGAR + GENTAMICIN
10044 NUTRIENT AGAR 10236 CLED AGAR 140 mm
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10240 SCHAEDLER K AGAR (Sheep Blood 5%) 140mm 11057 ENTEROCOCCO AGAR

10241 SCHAEDLER KKV AGAR(Sheep blood 5%) 140mm 11057~ ENTEROCOCCO AGAR

10242 SABOURAUD CAF AGAR 140 mm 11058 SLANETZ BARTLEY AGAR(m-ENTEROCOCCUS)
10243 SABOURAUD CAF AGAR + GENTAMICIN  140mm 11058* SLANETZ BARTLEY AGAR(m-ENTEROCOCCUS)
10244 DERMATOPHYTE (D.T.M.) AGAR 140 mm 11060 CLOSTRIDIUM AGAR (Sheep Blood 5%)

10245 BRUCELLA BLOOD AGAR w HEMIN AND VITAMIN K1 11060* CLOSTRIDIUM AGAR (Sheep Blood 5%)

10246 Chromatic™ MH 11065 SCHAEDLER K AGAR (Sheep Blood 5%)

10247 Brucella Blood Agar with Hemin and Vitamin K1 11065* SCHAEDLER K AGAR (Sheep Blood 5%)

10249 Purple Lactose Agar 140 mm 11070 MYCOSEL AGAR

10334 NEOMYCIN BLOOD AGAR (Sheep Blood 5%) 11070* MYCOSEL AGAR

10334* NEOMYCIN BLOOD AGAR (Sheep Blood 5%) 11132 MUELLER HINTON FASTIDIOUS AGAR (140mm)
10335 MUELLER HINTON CHOCOLATE AGAR 11124 COLUMBIA CNA MOD. AGAR (Sheep blood 5%)
10353 BORDET GENGOU AGAR (Sheep Blood 15%) 11124* COLUMBIA CNA MOD. AGAR (Sheep blood 5%)
10353* BORDET GENGOU AGAR (Sheep Blood 15%) 11135 SABOURAUD AGAR MODIFIED

10405 SCHAEDLER CNA AGAR (Sheep Blood 5%) 11135* SABOURAUD AGAR MODIFIED

10407 VANCOMYCIN SCREEN AGAR 11143 HERELLEA AGAR

10408 WILKINS CHALGREN AGAR +5% SHEEP BLOOD 11143* HERELLEA AGAR

10409 CAMPYLOBACTER CCDA AGAR 11185 VOGEL JOHNSON AGAR

10410 MUELLER HINTON AGAR w VITALEX 11185* VOGEL JOHNSON AGAR

10411 BILE ESCULIN AZIDE AGAR w VANCOMYCIN 11195 T.C.B.S. AGAR

10412 Legionella BCYE Agar w/o Cysteine 11195* T.C.B.S. AGAR

10413 XLD Agar EP, USP, JP Formulation 11196 SPS AGAR

10416 MIDDLEBROOK 7H11 AGAR 11196* SPS AGAR

10424 Legionella BCYE Agar w Vancomycin + Colistin 11200 PAR TEST AGAR

10425 SCEDOSPORIUM SELECTIVE AGAR 11200* PAR TEST AGAR

10438 MacConkey Agar No.2 11205 MYCOPLASMA AGAR

10438* MacConkey Agar No.2 11206 Mueller Hinton Il Agar + 2% NaCl

10439 Group A Selective Strep Agar w/ 5% Sheep Blood 11231 Mueller Hinton Il Agar (Sheep Blood 5%) 140mm
10599 CHROMATIC™ MRSA 11235 SABOURAUD CAF AGAR + TTC

10600 OXACILLIN RESISTANCE STAPHYLOCOCCUS AGAR 11235* SABOURAUD CAF AGAR + TTC

10601 CHOCOLATE AGAR w/o VITOX 11236 Sabouraud CAF Agar + Actidione

10602 CAMPYLOBACTER SKIRROW AGAR 11250 TINSDALE AGAR

10605 ?EIAISOBACTER PYLORI EGG YOLK EMULSION 11250 TINSDALE AGAR

10620 O.ALISTERIA 11335 SABOURAUD AGAR + GENTAMICIN

11023 CHOCOLATE BAGITRACIN AGAR 11335* SABOURAUD AGAR + GENTAMICIN

11023+ CHOGOLATE BAGITRAGIN AGAR 11501 ENTEROCOCCUS AGAR + VANCOMYCIN
11024 COLUMBIA CNA AGAR (Sheep Blood 5%) 11506 BURKHOLDERIA CEPACIA SELECTIVE AGAR
11024* COLUMBIA CNA AGAR (Sheep Blood 5%) 11509 R.P.M.. AGAR

11025 COLUMBIA AGAR (Sheep Blood 5%) 11510 M.HINTON+GLUCOSE+METHYLEN BLUE
11025* COLUMBIA AGAR (Sheep Blood 5%) 11511 NEISSERIA-MORAXELLA MEDIUM

11027 DESOXYCHOLATE AGAR 11512 NUTRIENT AGAR acc.to ISO 21528

11027* DESOXYCHOLATE AGAR 11513 NUTRIENT AGAR acc.to ISO 6579

11030 ANAEROBIC AGAR 11517 COLUMBIA AGAR(Sheep Blood 5%)+VANCOMYCIN
11033 PSEUDOMONAS ISOLATION AGAR 11518 Mueller Hinton Agar + Cloxacillin

11033* PSEUDOMONAS ISOLATION AGAR 11610 Chromatic™ E.coli O157

11035 SABOURAUD CAF AGAR 11611 CHROMATIC™ DETECTION

11035* SABOURAUD CAF AGAR 11612 CHROMATICT™ CANDIDA

11035S SABOURAUD CAF AGAR lrradiated 11614 CHROMATIC™ SALMONELLA

11037 TRYPTIC SOY AGAR (Sheep Blood 5%) 11616 CHROMATICT STAPH AUREUS

11037* TRYPTIC SOY AGAR (Sheep Blood 5%) 11617 CHROMATIC™ STREPTO B

11038 TRYPTIC SOY AGAR (Horse Blood 5%) 11618 CHROMATICT MH

11038* TRYPTIC SOY AGAR (Horse Blood 5%) 11619 CHROMATICT™ CRE

11040 THAYER MARTIN AGAR 11621 CHROMATIC™ VRE

11040* THAYER MARTIN AGAR 11622 CHROMAI:ACTM ESBL

11041 AZIDE AGAR (Sheep Blood 5%) 11627 Chromatic ™ Enterococcus

11041* AZIDE AGAR (Sheep Blood 5% ) 11629 CHROMATIC™ ESBL + AmpC

11052 DERMATOPHYTE (D.T.M.) AGAR 11629" CHROMATIC™ ESBL + AmpC

11052" DERMATOPHYTE (D.T.M.) AGAR 11631 Chromatic™ OXA-48

11054 GARDNERELLA AGAR (Sheep Blood 5%) 11632 Chromatic:h’:' Clostridium difficile

11054* GARDNERELLA AGAR (Sheep Blood 5%) 11634 Chromatic _ Detection opaque

O©Liofilchem® s.r.l. Via Scozia - Zona Industriale 64026, Roseto degli Abruzzi (TE) Italy - Tel +39 0858930745 - Fax +39 0858930330

Pag. 3di 23




PRODOTTI CE DI LIBERA VENDITA / FREE SALE CE PRODUCTS

Rev. 31.0 del 08.01.2016

12031 MUELLER HINTON Il AGAR (120X120 mm) 18500 BAIRD PARKER / MAC CONKEY
12080 MUme)Iler Hinton Il Agar (Sheep Blood 5%) (120 mm x 120 18500* BAIRD PARKER / MAC CONKEY
Mueller Hinton Fastidious Agar (Horse blood 5% + 20 18502 CLED / MAC CONKEY
12033 mg/L B-NAD) (120 mm x 120 mm) 18502* GLED / MAC CONKEY
13012 CLED/MACCONKEY/TSA BLOOD AGAR 18503 HEKTOEN ENTERIC / SS
13012* CLED/MAGCCONKEY/TSA BLOOD AGAR 18503* HEKTOEN ENTERIC / SS
13013 BAIRD PARKER/BIGGY/MACCONKEY 18505 MAC CONKEY /S.S.AGAR
13013* BAIRD PARKER/BIGGY/MACCONKEY 18505* MAC CONKEY / S.S.AGAR
13014 COLUMBIA CNA/CIOCCOLATO/THAYER MARTIN 18507 COLUMBIA CNA / CHOCOLATE
13014* COLUMBIA CNA/CIOCCOLATO/THAYER MARTIN 18507+ COLUMBIA GNA / CHOGOLATE
13017 CLED/MACCONKEY MMG/MALTO 18595 D.T.M./ SABOURAUD
13017* CLED/MACCONKEY MMG/MALTO 18595* D.T.M./ SABOURAUD
13018 BROM CRESOL PURPLE/COLUMBIA CNA/M.CONKEY 18700 Group A Selective/TSA Il + Sheep Blood 5%
13018* BROM CRESOL PURPLE/COLUMBIA CNA/M.CONKEY 18703 CHOGCOLATE AGAR /THAYER MARTIN
13019 CLED/MACCONKEY/CETRIMIDE 20075 MAC CONKEY BROTH(7516MC2) 20x5ml
13019 GLED/MACCONKEY/GETRIMIDE 20077 PHYSIOLOGICAL SOLUTION 2.5 ml
13020 MAC CONKEY/B.PARKER/TSA BLOOD 20079 PHYSIOLOGICAL SOLUTION 4.5 ML
13345 GARDNERELLA V/ROGOSATHAYER MARTIN 20081 INOCULUM SOLUTION 5 ML
13345* GARDNERELLA V./ROGOSA/THAYER MARTIN 20089 SUSPENSION BROTH
13356 Gard.V. / Chocolate / Thayer Martin 20090 HELICOBACTER PYLORI TEST
13371 BAIRD PARKER/MACCONKEY/SABOURAUD CAF 20095 PHYSIOLOGICAL SOLUTION
13371 BAIRD PARKER/MACCONKEY/SABOURAUD CAF 20098 PEPTONE WATER
13480 MACCONKEY/VOGEL JOHNSON/SABOURAUD 20105 Glucose Broth
13480* MACCONKEY/VOGEL JOHNSON/SABOURAUD 20121 INOGULUM BROTH 7 ML
13602 SABOURAUD CAF/BAIRD PARKER/BILE ESCULINE 20129 TRYPTIC SOY BROTH 15 ml
13602* SABOURAUD CAF/BAIRD PARKER/BILE ESCULINE 20136 TRYPTONE WATER
13607 CHOC. BAC./COLUMBIA/MAC CONKEY 20140 PURPLE LACTOSE BROTH
13607* CHOC. BAC./COLUMBIA/MAC CONKEY 20156 SUSPENSION MEDIUM 7 ML
13614 CLED/MACCONKEY/ENTEROCOGCO 20158 MYCOPLASMA TRANSPORT BROTH
13614° CLED/MACCONKEY/ENTEROCOCCO 20159 TRICHOMONAS BROTH w/o CLORAMPHENICOL
165312 MYCOPLASMA AGAR 20171 Thioglycollate Medium w Vit.K1 & Hemin
18007 CHROMATIC™ STAPH AUREUS/ MRSA 20340 VAGITUBE
18008 TSA BLOOD/CROMagar ORIENTATION 21104 TRYPTIC SOY BROTH
18008* TSA BLOOD/CROMagar ORIENTATION 21110 SELENITE BROTH
18009 Chromatic™ Salmonella/Hektoen Enteric 21241 Fluid Thioglycollate Medium
18011 CHROMATIC™ DETECTION/ESBL 22130 SCHAEDLER BROTH
18012 BRILLIANT GREEN / SS AGAR 23001 F B. FASTIDIOUS BROTH
18012" BRILLIANT GREEN / SS AGAR 23002 MUELLER HINTON BROTH w HORSE BLOOD _(11ml)
18015 BIGGY (NICKERSON) / MALT AGAR 23003 MUELLER HINTON BROTH
18015* BIGGY (NICKERSON) / MALT AGAR 24070 MYCOSEL BROTH 20PV
18017 COLUMBIA CNA BLOOD/CHROMAGAR 24071 Cooked Meat Medium
18017* COLUMBIA CNA BLOOD/CHROMAGAR 24091 HAEMOPHILUS TEST BROTH 20 PV
18018 MAC CONKEY/ SABOURAUD CAF 24098 PEPTONE WATER 20PV
18020 EMB LEVINE / TSA BLOOD 24100 ALKALINE PEPTONE WATER __ 20PV
18020* EMB LEVINE / TSA BLOOD 24103 NUTRIENT BROTH 20PV
18021 Chromatic™ CRE / Chromatic™ ESBL 24104 BRAIN HEART INFUSION BROTH __ 20PV
18021* Chromatic™ CRE / Chromatic™ ESBL 20105 Glucose Broth
18022 TSA Blood/Columbia CNA 24107 MUELLER HINTON Il BROTH 20 PV
18327 COLUMBIA CNA / MAC CONKEY 24108 MULLER KAUFFMANN BROTH __ 20PV
18327" COLUMBIA CNA / MAC CONKEY 24109 SABOURAUD BROTH (Harm.EP) 20PV
18379 GARDNERELLA V. / THAYER MARTIN 24110 SELENITE BROTH 20PV
18379* GARDNERELLA V. / THAYER MARTIN 24111 TODD HEWITT BROTH 20PV
18380 MAG CONKEY / TSA BLOOD 24112 TRYPTOSE BROTH 20PV
18380" MAC CONKEY / TSA BLOOD 24115 TRICHOMONAS BROTH 20PV
18390 BAIRD PARKER / SABOURAUD CAF 24117 Pergola Broth
18390* BAIRD PARKER / SABOURAUD CAF 24119 GN HAJNA BROTH 20PV
18391 HEKTOEN ENTERIC / YERSINIA 24120 BILE AESCULIN BROTH 20PV
183917 HEKTOEN ENTERIC / YERSINIA 24124 Fluid Thioglycollate Medium
18422 COLUMBIA CNA / GARDNERELLA 24125 SERUM BROTH 20PV
18422" COLUMBIA CNA / GARDNERELLA 24127 Fluid Thioglycollate Medium + 1% Tween 80
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24128 TRYPTIC SOY BROTH + TWEEN 80 1%  20PV 30082 TRYPTIC SOY AGAR

24135 SALMONELLA DIFFERENTIAL BROTH  20PV 30083 NUTRIENT AGAR

24136 TRYPTONE WATER 20PV 30084 BRAIN HEART INFUSION AGAR

24137 MALONATE BROTH 20PV 30085 PHENYLALANINE AGAR

24139 LYSINE DECARBOXYLASE BROTH 20PV 30087 KLIGLER IRON AGAR

24141 BRAIN HEART INFUSION BROTH 2 ml_20PV 30088 KLIGLER IRON AGAR + NaCl 2%

24142 PHYSIOLOGICAL SOLUTION 3ml 20PV 30090 Mueller Hinton Il Agar

24144 TODD HEWITT w Gentam/Nalidixic acid 20PV 30091 BIGGY (NICKERSON) AGAR

24145 TODD HEWITT B. w Colistin/Nalid.a. 20PV 30093 SABOURAUD AGAR

24146 THIOGLYCOLLATE M w/o INDICATOR acc.USP 20PV 30095 SIM MEDIUM

24147 Thiogycollate Bile 30096 T.S.I. AGAR

24149 MR-VP MEDIUM 20PV 30097 Tryptose Agar

24161 Sabouraud Dextrose Broth + CAF 30098 LYSINE IRON AGAR

24241 Fluid Thioglycollate Medium 30099 Chocolate Agar

24342 MOTILITY TEST MEDIUM 20PV 30116 LOEFFLER MEDIUM

24345 O.F. Medium with Glucose 30117 PERGOLA MEDIUM

24400 RAPPAPORT VASSILIADIS SOY (RSV) BROTH 20PV 30118 Lowenstein Jensen Medium

24403 BIOTONE BROTH 20PV 30119 LOWENSTEIN JENSEN MEDIUM w/o GLYCEROL
24404 CAMPYLOBACTER BROTH 20PV 30121 Stonebrink Medium

24411 S.F. BROTH 20PV 30125 DORSET EGG MEDIUM

24412 STREPTOCOCCUS BROTH 20PV 30368 MIDDLEBROOK 7H10 AGAR

24413 MOSSEL AND MARTIN w MANNITOL  20PV 31065 SPS Agar

24416 UREA BROTH 20PV 31075 Mueller Hinton Il Agar

24417 Wilkins Chalgren Broth 31090 Mueller Hinton Il Agar

24430 SCHAEDLER BROTH 20PV 31097 Tryptose Agar

24432 YERSINIA BROTH 20PV 31099 Chocolate Agar

24433 EUGON BROTH 20PV 31121 Stonebrink Medium

24436 MIDDLEBROOK 7H9 BROTH 20PV 33040 THAYER MARTIN AGAR

24446 PHENOL RED BROTH 20PV 33055 MYCOSEL AGAR

24450 Rappaport Broth w/o Soy 33060 SERUM TELLURITE AGAR

24451 Tetrathionate Broth 33066 O.N.P.G. AGAR

24459 CASO BROTH (Double Concentration) CE20PV 33085 BILE AESCULIN AGAR

24461 RPMI Broth 33086 DERMATHOPHYTE (D.T.M.) AGAR

24462 RPMI Broth (double strength) 33118 1.U.T.M. MEDIUM

24513 TRYPTIC SOY BROTH (Harm.EP) 33120 PETRAGNANI MEDIUM

24514 TRYPTIC SOY BROTH 34070 CAMPYLOBACTER AGAR

24516 UREA BROTH 34071 CYSTINE TRYPTIC AGAR (CTA)

26105 Glucose Broth 34075 Mueller Hinton Il Agar

26124 Fluid Thioglycollate Medium 100 x 10 ml 34121 LOWENSTEIN JENSEN + RIFAMPICIN 15 pg/mL
26400 RAPPAPORT VASSILIADIS SOY (RSV) BROTH 341211 LOWENSTEIN JENSEN + RIFAMPICIN 5 pg/mL
26513 Tryptic Soy Broth 34121/2 LOWENSTEIN JENSEN + RIFAMPICIN 10 pg/mL
27001 GESA MEDIUM 34121/3 LOWENSTEIN JENSEN + RIFAMPICIN 25 pg/mL
27500 Triptic Soy Broth 34121/4 LOWENSTEIN JENSEN + RIFAMPICIN 50 pg/mL
27501 Todd Hewitt Broth 34121/5 LOWENSTEIN JENSEN + RIFAMPICIN 40 pg/mL
27502 Brain Heart Infusion Broth 34121/6 LOWENSTEIN JENSEN + RIFAMPICIN 20 pg/mL
27503 Nutrient Broth 34122 LOWENSTEIN JENSEN + RIFAPENTIN 9 pug/mL
29000 CHECK-SET BROTH Irradiated 20 Tests 34123 LOWENSTEIN JENSEN + ISONIAZID 0.1 pg/mL
30007 m"D":’UY,\;OBACTEH SELECTIVE THIOGLYCOLLATE 34123/1 | LOWENSTEIN JENSEN + ISONIAZID 0.2 pg/mL |
30008 CLOSTRIDIUM AGAR (Sheep Blood 5%) 34123/2 LOWENSTEIN JENSEN + ISONIAZID 1 pg/mL
30009 HELICOBACTER PYLORI AGAR 34123/3 LOWENSTEIN JENSEN + ISONIAZID 5 pg/mL
30010 STREPTOCOCCAL KF + TTC AGAR 34123/4 LOWENSTEIN JENSEN + ISONIAZID 10 pg/mL
30011 SIMMONS GITRATE AGAR 341241 LOWENSTEIN JENSEN + PYRAZINAMIDE 5 pg/mL
30013 NITRATI AGAR 34124/2 LOWENSTEIN JENSEN + PYRAZINAMIDE 15 pg/mL
30014 MOSSEL AGAR 34124/3 LOWENSTEIN JENSEN + PYRAZINAMIDE 20 pg/mL
30022 T.C.BS. AGAR 34124/4 LOWENSTEIN JENSEN+PYRAZINAMIDE 200 pg/mL
30023 SABOURAUD CAF AGAR 34125/1 LOWENSTEIN JENSEN + STREPTOMYCIN 4 pg/mL
30024 SABOURAUD CAF + ACTIDIONE AGAR 34125/2 LOWENSTEIN JENSEN + STREPTOMYCIN 10 pg/mL
30030 MR.S. AGAR 34125/3 LOWENSTEIN JENSEN + STREPTOMYCIN 25 pg/mL
30080 BORDET GENGOU AGAR (Sheep Blood 15%) 34125/4 LOWENSTEIN JENSEN + STREPTOMYCIN 2 pg/mL
30081 CHRISTENSEN UREA AGAR 34125/5 LOWENSTEIN JENSEN + STREPTOMYCIN 50 pg/mL
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34126/1 LOWENSTEIN JENSEN + ETHAMBUTOL 2 pg/mL 35061 LOWENSTEIN JENSEN + KANAMYCIN 30pg/ml
34126/2 LOWENSTEIN JENSEN + ETHAMBUTOL 4 pg/mL 35070 LOWENSTEIN JENSEN + PAS 1 pg/mL
34126/3 LOWENSTEIN JENSEN + ETHAMBUTOL 5 pg/mL 35071 LOWENSTEIN JENSEN + PAS 0.5 pg/mL
34126/4 LOWENSTEIN JENSEN + ETHAMBUTOL 1 pg/mL 35080 LOWENSTEIN JENSEN + OFLOXACIN 2 pg/ml
34126/5 LOWENSTEIN JENSEN + ETHAMBUTOL 3 pg/mL 35081 LOWENSTEIN JENSEN + OFLOXACIN 10 pg/ml
34126/6 LOWENSTEIN JENSEN + ETHAMBUTOL 10 pg/mL 35082 LOWENSTEIN JENSEN + OFLOXACIN 40 pg/ml
34127 LOWENSTEIN JENSEN + AMIKACIN 5 pg/mL 35090 LOWENSTEIN JENSEN + CAPREOMYCIN 30 pg/ml
3412711 LOWENSTEIN JENSEN + AMIKACIN 40 pg/mL 35091 LOWENSTEIN JENSEN + CAPREOMYCIN 20 pg/ml
34128/1 LOWENSTEIN JENSEN + OFLOXACIN 5 pg/mL 35147 LOWENSTEIN JENSEN + PNB 500 pg/ml
34128/2 LOWENSTEIN JENSEN + OFLOXACIN 10 pg/mL 35148 LOWENSTEIN JENSEN + TCH 2 pg/ml

34128/3 LOWENSTEIN JENSEN + OFLOXACIN 25 pg/mL 36001/1 IUTM + STREPTOMYCIN 2 pg/mL

34128/4 LOWENSTEIN JENSEN + OFLOXACIN 2 pg/mL 36001/2 IUTM + STREPTOMYCIN 4 pg/mL

34128/5 LOWENSTEIN JENSEN + OFLOXACIN 20 pg/mL 36001/3 IUTM + STREPTOMYCIN 10 pg/mL

341291 LOWENSTEIN JENSEN + PAS 1 pg/mL 36001/4 IUTM + STREPTOMYCIN 25 pg/mL

34129/2 LOWENSTEIN JENSEN + PAS 10 pg/mL 36001/5 IUTM + STREPTOMYCIN 50 pg/mL

34129/3 LOWENSTEIN JENSEN + PAS 0.5 pg/mL 36002/1 IUTM + ISONIAZID 0.1 pg/mL

34129/4 LOWENSTEIN JENSEN + PAS 0.1 pg/mL 36002/2 IUTM + ISONIAZID 0.2 pg/mL

34129/5 LOWENSTEIN JENSEN + PAS 5 pg/mL 36002/3 IUTM + ISONIAZID 1 pg/mL

34130/1 LOWENSTEIN JENSEN + RIFABUTIN 10 pg/mL 36002/4 IUTM + ISONIAZID 5 pg/mL

34130/2 LOWENSTEIN JENSEN + RIFABUTIN 30 pg/mL 36002/5 IUTM + ISONIAZID 10 pg/mL

34130/3 LOWENSTEIN JENSEN + RIFABUTIN 50 pg/mL 36003/1 IUTM + ETHAMBUTOL 1 pug/mL

34131/1 LOWENSTEIN JENSEN+CLARITHROMICIN 4 pg/mL 36003/2 IUTM + ETHAMBUTOL 2 pug/mL

34131/2 LOWENSTEIN JENSEN+CLARITHROMYCIN 32 pg/mL 36003/3 IUTM + ETHAMBUTOL 3 pg/mL

34132/1 LOWENSTEIN JENSEN + ETHIONAMIDE 10 pg/mL 36003/4 IUTM + ETHAMBUTOL 5 pg/mL

34132/2 LOWENSTEIN JENSEN + ETHIONAMIDE 20 pg/mL 36003/5 IUTM + ETHAMBUTOL 10 pg/mL

34132/3 LOWENSTEIN JENSEN + ETHIONAMIDE 30 pg/mL 36004/1 IUTM + RIFAMPICIN 5 pg/mL

34132/4 LOWENSTEIN JENSEN + ETHIONAMIDE 40 pg/mL 36004/2 IUTM + RIFAMPICIN 10 pg/mL |

34135/1 LOWENSTEIN JENSEN + NICOTINAMIDE 10 pg/mL 36004/3 IUTM + RIFAMPICIN 20 pg/mL

34135/2 LOWENSTEIN JENSEN + NICOTINAMIDE 20 pg/mL 36004/4 IUTM + RIFAMPICIN 40 pg/mL

34135/3 LOWENSTEIN JENSEN + NICOTINAMIDE 30 pg/mL 36004/5 IUTM + RIFAMPICIN 50 pg/mL

34136 LOWENSTEIN JENSEN + PEFLOXACIN 2 pg/mL 36005/1 IUTM + RIFABUTIN 10 pg/mL

341371 LOWENSTEIN JENSEN + CYCLOSERINE 30 pg/mL 36005/2 IUTM + RIFABUTIN 20 pg/mL

34137/2 LOWENSTEIN JENSEN + CYCLOSERINE 10 pg/mL 36005/3 IUTM + RIFABUTIN 30 pg/mL

34137/3 LOWENSTEIN JENSEN + CYCLOSERINE 20 pg/mL 36005/4 IUTM + RIFABUTIN 40 pg/mL

34137/4 LOWENSTEIN JENSEN + CYCLOSERINE 40 pg/mL 36005/5 IUTM + RIFABUTIN 50 pg/mL

34137/5 LOWENSTEIN JENSEN + CYCLOSERINE 50 pg/mL 36006/1 IUTM + CYCLOSERINE 10 pg/mL

34138/1 LOWENSTEIN JENSEN + CAPREOMYCIN 10 pg/mL 36006/2 IUTM + CYCLOSERINE 20 pg/mL

34138/2 LOWENSTEIN JENSEN + CAPREOMYCIN 40 pg/mL 36006/3 IUTM + CYCLOSERINE 30 pg/mL

34138/3 LOWENSTEIN JENSEN + CAPREOMYCIN 20 pg/mL 36006/4 IUTM + CYCLOSERINE 40 pg/mL

34138/4 LOWENSTEIN JENSEN + CAPREOMYCIN 30 pg/mL 36006/5 IUTM + CYCLOSERINE 50 pg/mL

34139/1 LOWENSTEIN JENSEN + CLOFAZIMINE 5 pg/mL 36007/1 IUTM + OFLOXACIN 1.25 ug/mL

34139/2 LOWENSTEIN JENSEN + CLOFAZIMINE 10 pg/mL 36007/2 IUTM + OFLOXACIN 2.5 pg/mL

34143/1 LOWENSTEIN JENSEN + KANAMYCIN 10 pg/mL 36007/3 IUTM + OFLOXACIN 10 pg/mL

34143/2 LOWENSTEIN JENSEN + KANAMYCIN 20 pg/mL 36007/4 IUTM + OFLOXACIN 25 pg/mL

34143/3 LOWENSTEIN JENSEN + KANAMYCIN 30 pg/mL 36007/5 IUTM + OFLOXACIN 50 pg/mL

34144 LOWENSTEIN JENSEN + PYRUVATE 0.2% 36008/1 IUTM + PAS 0.1 pg/mL

34145 LOW.JENSEN + PACT 36008/2 IUTM + PAS 0.5 pg/mL

34146/1 Lowenstein Jensen + Levofloxacin 2 pg/ml 36008/3 IUTM + PAS 1 ug/mL

35000 LOWENSTEIN JENSEN MEDIUM 36008/4 IUTM + PAS 5 pg/mL

35001 LOWENSTEIN JENSEN + ISONIAZID 0.20 pg/mL 36008/5 IUTM + PAS 10 pg/mL

35002 LOWENSTEIN JENSEN + ISONIAZID 1 pg/ml 36009/1 IUTM + PYRAZINAMIDE 10 pg/mL

35010 LOWENSTEIN JENSEN + RIFAMPICIN 40 pg/mL 36009/2 IUTM + PYRAZINAMIDE 30 pg/mL

35011 LOWENSTEIN JENSEN + RIFAMPICIN 20 pg/mL 36009/3 IUTM + PYRAZINAMIDE 50 pg/mL

35020 LOWENSTEIN JENSEN + STREPTOMYCIN 4 pug/mL 36009/4 IUTM + PYRAZINAMIDE 70 pg/mL

35021 LOWENSTEIN JENSEN + STREPTOMYCIN 10ug/ml 36009/5 IUTM + PYRAZINAMIDE 90 pg/mL

35030 LOWENSTEIN JENSEN + ETHAMBUTOL 2 pg/mL 37000 MIDDLEBROOK 7H11

35040 LOWENSTEIN JENSEN + ETHIONAMIDE 20 pg/mL 37001 MIDDLEBROOK 7H11 + AMIKACIN 2 pg/mL
35041 LOWENSTEIN JENSEN + ETHIONAMIDE 30pg/ml 37002 MIDDLEBROOK 7H11 + AMIKACIN 4 ug/mL
35050 LOWENSTEIN JENSEN + PYRAZINAMIDE 1 pg/mL 37006 MIDDLEBROOK 7H11 + ETHAMBUTOL 7.5 ug/mL
35060 LOWENSTEIN JENSEN + KANAMYCIN 20 pg/mL 37011 MIDDLEBROOK 7H11 + ETHIONAMIDE 10 pg/mL
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37016 MIDDLEBROOK 7H11 + ISONIAZIDE 0.2 pg/mL 412080 TRICHOMONAS BROTH 6X200 ml

37017 MIDDLEBROOK 7H11 + ISONIAZIDE 1 pg/mL 412100 CHRISTENSEN UREA AGAR  5X200 ml
37021 MIDDLEBROOK 7H11 + KANAMYCIN 6 pg/mL 412110 TRYPTIC SOY BROTH + TWEENS0 1% 6x200ml
37026 MIDDLEBROOK 7H11 + PAS 8 pg/mL 412130 PSEUDOMONAS AGAR BASE  6x200ml
37031 MIDDLEBROOK 7H11 + PYRAZINAMIDE 25 pg/mL 412150 AZIDE BLOOD AGAR BASE  6X200 ml
37036 MIDDLEBROOK 7H11 + RIFABUTIN 1 pg/mL 412170 PHENILALANINE AGAR 6X200 ml

37037 MIDDLEBROOK 7H11 + RIFABUTIN 0.5 pg/mL 412180 CLED AGAR 6X200 ml

37041 MIDDLEBROOK 7H11 + RIFAMPICIN 1 pg/mL 412190 NUTRIENT AGAR 6X200 ml

37046 MIDDLEBROOK 7H11 + STREPTOMYCIN 2 pg/mL 412210 COLUMBIA CNA AGAR BASE 6X200 ml
37051 MIDDLEBROOK 7H11 + OFLOXACIN 2 pug/mL 412230 HEKTOEN ENTERIC AGAR  6X200 ml
37056 MIDDLEBROOK 7H11 + CYCLOSERINE 30 pg/mL 412240 MAC CONKEY AGAR 6X200 ml

400020 Fluid Thioglycollate Medium 6 x 100 ml 412250 MUELLER HINTON Il AGAR _ 6X200 ml
400120 Fluid Thioglycollate Medium 6 x 300 ml 412270 PSEUDOMONAS CETRIMIDE AGAR 6X200 ml
400220 Fluid Thioglycollate Medium 6 x 1000 ml 412280 SABOURAUD AGAR 6X200 ml

401890 BUFFER SOLUTION pH7  6X100 ml 412290 MANNITOL SALT AGAR  6X200 ml

401930 SPS Agar 6X150 ml 412300 S.S. AGAR 6X200 ml

401980 TRYPTONE WATER 6X100 ml 412370 SABOURAUD CAF AGAR  6X200 ml
401990 ALKALINE PEPTONE WATER 6X100 ml 413010 ISOSENSITEST AGAR 6X200 ml

402000 NUTRIENT BROTH 6X100 ml 413030 CAMPYLOBACTER AGAR 6X200 ml
402020 MUELLER HINTON Il BROTH _ 6X100 ml 413040 CLOSTRIDIUM AGAR BASE  6X200 ml
402030 MULLER KAUFFMANN BROTH 6X100 ml 413080 NUTRIENT AGAR acc. to ISO 6579

402040 SABOURAUD BROTH 6X100 ml 414010 PEPTONE WATER pH 8.4 + NaCl 1% 6X225 ml
402050 Selenite Broth 6X100 ml 432050 SELENITE BROTH (DOUBLE CONCENT.) 6X200ml
402060 SALMONELLA DIFF.BROTH 6X90 ml 432080 TRYPTIC SOY BROTH 6X225 ml

402070 TRYPTOSE BROTH 6X100 ml 432250 D-Nase TEST AGAR 6X200 ml

402120 MRS AGAR 6X100 ml 432290 TRYPTIC SOY AGAR 6X200 ml

402130 PEPTONE WATER 6X100 ml 442080 TRYPTIC SOY BROTH 6X200 ml

402140 BLOOD AGAR BASE 6X100 ml 442220 Chocolate Agar 6x 100 ml

402170 AZIDE BLOOD AGAR BASE  6X100 ml 442280 SABOURAUD MODIFIED AGAR 6X100 ml
402180 CLED AGAR 6X100 ml 442290 TRYPTIC SOY AGAR 6X100 ml

402190 NUTRIENT AGAR 6X100 ml 442300 WURTZ LACTOSE AGAR _ 6X100 ml
402200 DERMATHOPHYTE (D.T.M.) AGAR 6X100 ml 442320 BILE AESCULIN AGAR 6X100 ml

402210 COLUMBIA CNA AGAR BASE 6X100 ml 442350 BIGGY (NICKERSON) AGAR 6X100 ml
402220 DRIGALSKI LACTOSE AGAR 6X100 ml 442490 SPS AGAR _ 6X100 ml

402230 HEKTOEN ENTERIC AGAR _ 6X100 ml 452060 Fluid Thioglycollate Medium 6 x 100 ml
402240 MAC CONKEY AGAR 6X100 ml 452080 TRYPTIC SOY BROTH 6X100 ml

402250 MUELLER HINTON Il AGAR  6X100 ml 452210 COLUMBIA AGAR BASE 6X200 ml
402270 PSEUDOMONAS CETRIMIDE AGAR 6X100 ml 452500 Fluid Thioglycollate Medium + 1% Tween 80 25 x 100 ml
402280 SABOURAUD AGAR 6X100 ml 453060 Fluid Thioglycollate Medium 25 x 100 ml
402290 MANNITOL SALT AGAR 6X100 ml 463100 Fluid Thioglycollate Medium 6 x 900 ml
402300 S.S. AGAR 6X100 ml 463130 Selenite Broth 6X1000 ml

402320 TRYPTOSE AGAR 6X100 ml 470010 TRYPTIC SOY AGAR 6X500 ml

402330 BRILLIANT GREEN AGAR _ 6X100 ml 470020 Selenite Broth 6X500 ml

402340 DESOXYCHOLATE AGAR _ 6X100 ml 470030 DESOXYCHOLATE AGAR _ 6X500 ml
402350 E.M.B. LEVINE AGAR 6X100 ml 470040 SABOURAUD AGAR 6X500 ml

402360 SALMONELLA RAPID TEST _ 6X100 ml 470050 NUTRIENT BROTH 6X500 ml

402370 SABOURAUD CAF AGAR  6X100 ml 470060 NUTRIENT AGAR 6X500 ml

402380 BRAIN HEART INFUSION AGAR 6X100 ml 470070 Mueller Hinton Il Agar 6X500 ml

402430 PEPTONE DILUITIONS  6X100 ml 470080 MANNITOL SALT AGAR  6X500 ml

402450 MAC CONKEY SORBITOL AGAR 6X100 ml 470090 MAC CONKEY AGAR 6X500 ml

402500 Fluid Thioglycollate Medium + 1% Tween 80 470100 COLUMBIA AGAR BASE 6X500 ml
402570 X.L.D. AGAR _ 6X100 ml 470110 CLED AGAR 6X500 ml

403030 BIOTONE BROTH 6X100 ml 470120 Chocolate Agar 6 x 500 ml

403050 S.I.M. MEDIUM 6X100 ml 470130 BLOOD AGAR BASE 6X500 ml

403060 UREA INDOLE BROTH 6X100 ml 470140 BILE AESCULIN AGAR  6X500 ml

412010 BRAIN HEART INFUSION BROTH 6X200 ml 470150 TRICHOMONAS BROTH 6X500 ml
412030 SIMMONS CITRATE AGAR _ 6X200 ml 470160 DESOXYCHOLATE CITRATE AGAR 6X500 ml
412040 LYSINE IRON AGAR 6X200 ml 470210 ALKALINE PEPTONE WATER 6X500 ml
412050 Selenite Broth 6X200 ml 470220 CZAPEK DOX AGAR 6X500 ml

412060 TODD HEWITT BROTH 6X200 ml 470280 DRIGALSKI LACTOSE AGAR 6X500 ml
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470290 CARY BLAIR TRANSPORT MEDIUM 6X500 ml 610013 COLUMBIA AGAR BASE

470300 Fluid Thioglycollate Medium 6 x 500 ml 6100135 COLUMBIA AGAR BASE

470320 PEPTONE WATER 6X500 ml 610014 DESOXYCHOLATE AGAR

470370 TRYPTIC SOY BROTH 6 x 500 ml 6100145 DESOXYCHOLATE AGAR

471070 SABOURAUD BROTH 6X500 ml 610015 DESOXYCHOLATE CITRATE AGAR
471120 PHYSIOLOGICAL SOLUTION 6X240 ml 610016 DRIGALSKI LACTOSE AGAR
473000 PHYSIOLOGICAL SOLUTION 6X500 ml 610019 E.M.B. LEVINE AGAR

481110 CHROMATIC™ CANDIDA 6X100 ml 610021 HEKTOEN ENTERIC AGAR

481130 CHROMATIC™ DETECTION _ 6X100 ml 6100215 HEKTOEN ENTERIC AGAR

481140 CHROMATIC™ SALMONELLA  6X100 ml 610022 G.C. MEDIUM

481160 CHROMATIC™ STAPH AUREUS 6X100 ml 610023 KLIGLER IRON AGAR

481180 CHROMATIC™ STREP B 6X100ml 610024 M.R.S. AGAR (ISO/FDIS 15214)
482190 Chromatic™ E.coli 0157 6 x 200 ml 610025 M.R.S. BROTH (ISO/FDIS 15214)
490010 HEMO-AEROBIC culturing 6X80 ml 610026 LOWENSTEIN JENSEN MEDIUM
490020 HEMO-ANAEROBIC culturing 6X80 ml 6100265 LOWENSTEIN JENSEN MEDIUM
490030 HEMO-AEROBIC culturing-Pediatric 6X40 ml 610027 LYSINE IRON AGAR

490040 HEMO-ANAEROBIC culturing-Pediatric 6X40ml 610028 MAC CONKEY AGAR

490050 HEMO-AEROBIC culturing NEONATAL 6x9 ml 6100285 MAC CONKEY AGAR

490060 HEMO-ANAEROBIC culturing NEONATAL 6x9 ml 610029 MANNITOL SALT AGAR

493000 Fluid Thioglycollate Medium 6 x 100 ml 6100295 MANNITOL SALT AGAR

495010 TRYPTIC SOY BROTH 6x100 ml 610032 MR-VP BROTH

495020 Fluid Thioglycollate Medium 6 x 100 ml 610033 MUELLER HINTON AGAR

500142 URITEST PENTA 6100335 MUELLER HINTON AGAR

500152 URITEST 610034 MUELLER HINTON BROTH

500182 URITEST M 610035 MULLER KAUFFMANN BROTH
500702 URITEST EF 610036 NUTRIENT AGAR

50020 VAGITEST 610037 NUTRIENT BROTH

50021 DERMATEST 6100375 NUTRIENT BROTH

500232 URITEST N 610038 PEPTONE WATER

500302 URITEST 2 610039 PHENYLALANINE AGAR

500402 URITEST MALTO 610041 PSEUDOMONAS CETRIMIDE AGAR (ISO 8360-1)
500412 URITEST EC 6100415 PSEUDOMONAS CETRIMIDE AGAR
51014 URITEST PENTA 610042 SS AGAR (MODIFIED)

51015 URITEST 6100425 SS AGAR (MODIFIED)

51018 URITEST M 610043 SCHAEDLER AGAR BASE

51020 VAGITEST 120 slide 610044 PURPLE LACTOSE AGAR

51021 DERMATEST 610046 SIMMONS CITRATE AGAR

51023 URITEST N 610047 MONSUR AGAR

51024 URITEST C 610048 AEROMONAS AGAR BASE

51030 URITEST 2 610049 LEGIONELLA BCYE AGAR BASE (ISO 11731)
51040 URITEST MALTO 610050 Fluid Thioglycollate Medium

51041 URITEST EC 6100505 Fluid Thioglycollate Medium

51070 URITEST EF 610051 TODD HEWITT BROTH

51118 URITEST M 6100515 TODD HEWITT BROTH

51123 URITEST N 500 slide 610052 TRYPTIC SOY AGAR

51130 URITEST 2 500 slide 6100525 TRYPTIC SOY AGAR (Harm.EP) 5KG
51140 URITEST MALTO 610053 TRYPTIC SOY BROTH

51170 CLED/MAC CONKEY/ BILE AESCULIN 6100535 TRYPTIC SOY BROTH

52115 CLED/MAC CONKEY/SLANETZ 120 slide 610055 T.S.I. AGAR USP

52119 URITEST SF 500 slide 610056 CLOSTRIDIUM BROTH

610001 BILE AESCULIN AZIDE AGAR 6100565 CLOSTRIDIUM BROTH

610002 DEXTROSE AGAR 610057 MAC CONKEY AGAR No.2

610005 BLOOD AGAR BASE 6100575 MAC CONKEY AGAR No.2 5 KG
610006 BORDET GENGOU AGAR BASE 610060 X.L.D. AGAR (ISO 6579)

610007 BRAIN HEART INFUSION AGAR 6100605 X.L.D. AGAR

610008 BRAIN HEART INFUSION BROTH 610061 TRICHOMONAS BROTH

6100085 BRAIN HEART INFUSION BROTH 610065 GSB AGAR BASE (ISLAM)

610009 BRILLIANT GREEN AGAR 610070 YEAST GLUCOSE CHLORAMPHENICOL AGAR
610012 CLED AGAR 6100705 YEAST GLUCOSE CHLORAMPHENICOL AGAR 5 Kg
6100125 CLED AGAR 610071 PSEUDOMONAS AGAR BASE
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610072 CZAPEK DOX BROTH 610170 MAC CONKEY MMG AGAR

610074 TRYPTONE SULFITE NEOMYCIN AGAR 6101705 MAC CONKEY MMG AGAR

610075 PHENYLALANINE MALONATE BROTH 610172 MALONATE BROTH

610079 BRUCELLA AGAR BASE 610174 PHENOL RED BROTH BASE

610080 WORT BROTH W/O NaCl 610175 RAPPAPORT VASSILIADIS BROTH (ISO 6785-6579)
610092 XLT 4 AGAR 610176 ROGOSA AGAR

610095 CZAPEK DOX AGAR 610177 ROGOSA BROTH

610096 REINFORCED CLOSTRIDIAL AGAR 610179 SABOURAUD CAF AGAR + ACTIDIONE
610097 STAPHYLOCOCCUS BROTH 610180 S.F. BROTH

610098 ALKALINE PEPTONE WATER 610181 S.I.M. MEDIUM

610101 MALT AGAR 610182 STUART TRANSPORT MEDIUM

610103 SABOURAUD AGAR 610183 TETRATHIONATE BROTH BASE

6101035 SABOURAUD AGAR 610185 TRYPTIC (CTA) MEDIUM

610104 SABOURAUD BROTH 610186 VOGEL JOHNSON AGAR

610107 UREA AGAR BASE (ISO 6785) 610188 BLOOD AGAR BASE N. 2

610108 MAC CONKEY SORBITOL AGAR 610191 AMIES TRANSPORT MEDIUM (w/o CHARCOAL)
610109 P.P.L.O. BROTH 6101915 AMIES TRANSPORT MEDIUM (w/o CHARCOAL)
610110 MUELLER HINTON AGAR MODIFIED 610193 TRYPTOSE AGAR

610111 YERSINIA SELECTIVE AGAR BASE 610195 MAC CONKEY AGAR w/o CRYSTAL VIOLET
610112 CLED ANDRADE AGAR 610196 TRYPTIC BILE AGAR

610113 COLUMBIA CNA AGAR BASE 610197 TRYPTOFAN BROTH

610114 BACILLUS CEREUS AGAR BASE (MOSSEL) ISO 7932 610200 CAMPYLOBACTER KARMALI AGAR BASE
610115 CLOSTRIDIUM DIFFICILE AGAR BASE 610203 SABOURAUD CAF AGAR

610117 TRYPTONE YEAST AGAR 6102035 SABOURAUD CAF AGAR  5KG

610118 ANDRADE LACTOSE PEPTONE WATER 610205 DNase TEST AGAR

610123 CORN MEAL AGAR 610206 TRYPTONE WATER (ISO/DIS 3811)

610125 LEGIONELLA CYE AGAR BASE 610207 CLOSTRIDIUM PERFRIGENS AGAR BASE
610128 MAC CONKEY AGAR w/o BILE SALT 610210 BILE AESCULIN AGAR

610130 CAMPYLOBACTER BLOOD FREE MEDIUM BASE 610211 KLIGLER IRON AGAR MOD.

610131 CAMPYLOBACTER ENRICHMENT BROTH BASE 610214 MIDDLEBROOK 7H9 BROTH BASE

610132 MOTILITY TEST AGAR 610217 NUTRIENT BROTH N.2

610134 SLANETZ BARTLEY AGAR BASE ISO 7899-2 610218 Mueller Hinton Il Broth

610135 BIGGY (NICKERSON) AGAR 610221 ANTIBIOTIC TEST MEDIUM

610136 BACILLUS CEREUS AGAR BASE (PEMBA) 610222 CLOSTRIDIUM BROTH w/o AGAR

610137 SCHAEDLER BROTH 6102225 CLOSTRIDIUM BROTH w/o AGAR

610140 E.M.B. AGAR w LACTOSE + SUCROSE 610223 MAC CONKEY AGAR w/o Salt

610143 LIVER BROTH 610227 PHENOL RED AGAR BASE

610144 MRS BROTH w/o GLUCOSE 610229 ANTIBIOTIC MEDIUM E

610145 SELENITE BROTH 610230 OXIDATIVE/FERMENTATIVE MEDIUM
6101455 SELENITE BROTH 610233 TRYPTOSE BROTH

610146 SABOURAUD MALTOSE AGAR 610235 MANNITOL MOTILITY TEST MEDIUM
610147 SLANETZ AND BARTLEY AGAR + TTC 610236 MOTILITY INDOLE UREA AGAR (M.L.U.)
6101475 SLANETZ AND BARTLEY AGAR + TTC 610241 TRYPTONE SOYA YEAST EXTRACT BROTH
610148 SPS AGAR 610245 LB AGAR

610151 BILE AESCULIN BROTH 610301 BISMUTH SULPHITE AGAR

610152 AMIES TRANSPORT MEDIUM + CHARC. 610303 Lysine Decarboxylase Broth

6101525 AMIES TRANSPORT MEDIUM + CHARC. 610304 OF BASAL MEDIUM

610153 AZIDE BLOOD AGAR BASE 610305 ORNITHINE DECARBOXYLASE BROTH
610155 AZIDE VIOLET BLOOD AGAR BASE 610306 ARGININE DECARBOXYLASE BROTH
610157 BIOTONE AGAR 610308 PHENOL RED AGAR BASE

610158 BIOTONE BROTH 610309 PSEUDOMONAS AGAR F

610159 CPLM SELECTIVE WITH CAF 610310 PSEUDOMONAS AGAR P

610160 DERMATOPHYTE (D.T.M.) AGAR 610311 UREA BROTH

610161 DEXTROSE BROTH 610315 ANTIBIOTIC AGAR N.11

610163 G.N. HAUNA BROTH 610319 PFIZER SELECTIVE ENTEROCOCCUS AGAR
610164 HERELLEA AGAR 610322 NITRATE BROTH

6101645 HERELLEA AGAR 610331 DIAGNOSTIC SENSITIVITY TEST AGAR (D.S.T.)
610165 KOSER CITRATE MEDIUM 610339 T.S.I. AGAR acc.EP

610168 LISTERIA PALCAM AGAR 610341 EMGON BROTH

610169 .U.T.M. MEDIUM 610343 MANNITOL SALT BROTH
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610363 Yeast Extract Sodium Lactate medium 611701 PEPTONE BACTERIOLOGICAL
610364 Tryptose Phosphate Broth 6117015 PEPTONE BACTERIOLOGICAL
6103645 Tryptose Phosphate Broth 611801 SUCROSE

610372 Cooked Meat Medium 6118015 SUCROSE

610492 POLYPEPTONE 611901 BILE SALT N.3

610495 BRAIN HEART INFUSION 6119015 BILE SALT N.3

6104955 BRAIN HEART INFUSION 612001 LIVER EXTRACT

610496 ACID HYDROLISATE OF CASEIN 6120015 LIVER EXTRACT

610497 BEEF EXTRACT 612101 PEPTONE MYCOLOGICAL
6104975 BEEF EXTRACT 6121015 PEPTONE MYCOLOGICAL
610498 LACTOSE 612201 PROTEOSE PEPTONE

6104985 LACTOSE 6122015 PROTEOSE PEPTONE

610506 CYSTINE HEART AGAR 612202 STREPTOCOCCUS SELECTIVE AGAR
610611 CHROMATIC™ SALMONELLA 612203 STREPTOCOCCUS BROTH
610612 CHROMATIC™ DETECTION 612501 SOY PEPTONE

6106125 CHROMATIC™ DETECTION 6125015 SOY PEPTONE

610613 CHROMATIC™ CANDIDA 620001 BILE AESCULIN AZIDE AGAR
610614 Chromatic™ E.coli 0157 620002 DEXTROSE AGAR

610615 CHROMATIC™ MRSA 620005 BLOOD AGAR BASE

610616 CHROMATIC™ STAPH AUREUS 620006 BORDET GENGOU AGAR BASE
610617 CHROMATIC™ STREP B 620007 BRAIN HEART INFUSION AGAR
610625 SABOURAUD CAF (50 mg/L) AGAR 620008 BRAIN HEART INFUSION BROTH
610627 MUELLER HINTON Il AGAR 620009 BRILLIANT GREEN AGAR
6106275 MUELLER HINTON Il AGAR 620012 CLED AGAR

610629 CHROMATIC™ ESBL 620013 COLUMBIA AGAR BASE

611000 SODIUM CHLORIDE 620014 DESOXYCHOLATE AGAR
611001 AGAR 620015 DESOXYCHOLATE CITRATE AGAR
6110015 AGAR 620016 DRIGALSKY LACTOSE AGAR
611002 GELATIN BACTERIOLOGICAL 620019 E.M.B. LEVINE AGAR

6110025 GELATIN BACTERIOLOGICAL 620021 HEKTOEN ENTERIC AGAR
611003 SODIUM SELENITE 620022 G.C. MEDIUM

6110035 SODIUM SELENITE 620023 KLIGLER IRON AGAR

611004 TRYPTONE 620024 M.R.S. AGAR (ISO/FDIS 15214)
6110045 TRYPTONE 620025 M.R.S. BROTH (ISO/FDIS 15214)
611005 YEAST EXTRACT 620026 LOWENSTEIN JENSEN MEDIUM
6110055 YEAST EXTRACT 620027 LYSINE IRON AGAR

611006 MALT EXTRACT 620028 MAC CONKEY AGAR

6110065 MALT EXTRACT 620029 MANNITOL SALT AGAR

611007 CAMPYLOBACTER AGAR BASE 620032 MR-VP BROTH

611008 TRYPTOSE 620033 MUELLER HINTON AGAR
6110085 TRYPTOSE 620034 MUELLER HINTON BROTH
611009 GLUCOSIO 620035 MULLER KAUFFMANN BROTH
611010 T.C.B.S. AGAR 620036 NUTRIENT AGAR

611015 SIERRA LIPOLYTIC AGAR 620037 NUTRIENT BROTH

611016 YEAST EXTRACT AGAR (ISO 6222) 620038 PEPTONE WATER

611021 HEART INFUSION BROTH 620039 PHENYLALANINE AGAR
6110215 HEART INFUSION BROTH 620041 PSEUDOMONAS CETRIMIDE AGAR (ISO 8360-1)
611022 MIDDLEBROOK 7H10 AGAR BASE 620042 SS AGAR (MODIFIED)

611203 SABOURAUD CAF (1g/l) AGAR 620043 SCHAEDLER AGAR BASE
611210 WURTZ LACTOSE AGAR 620044 PURPLE LACTOSE AGAR
611265 ISOSENSITEST AGAR 620046 SIMMONS CITRATE AGAR
611366 STAPHYLOCOCCUS 110 AGAR 620047 MONSUR AGAR

611367 BILE BACTERIOLOGICAL 620048 AEROMONAS AGAR BASE
611401 IRON SULPHITE AGAR 620049 LEGIONELLA BCYE AGAR BASE (ISO 11731)
611402 CARY BLAIR TRANSPORT MEDIUM 620050 Fluid Thioglycollate Medium
611502 CASEIN PEPTONE 620051 TODD HEWITT BROTH

611601 GLUCOSE 620052 TRYPTIC SOY AGAR

6116015 GLUCOSE 620053 TRYPTIC SOY BROTH

611618 CHROMATIC™ MH 620055 T.S.. AGAR USP

611619 CHROMATIC™ CRE AGAR BASE 620056 CLOSTRIDIUM BROTH
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620057 MAC CONKEY AGAR No.2 620170 MAC CONKEY MMG AGAR

620060 X.L.D. AGAR (ISO 6579) 620172 MALONATE BROTH

620061 TRICHOMONAS BROTH 620174 PHENOL RED BROTH BASE

620065 GSB AGAR BASE (ISLAM) 620175 RAPPAPORT VASSILIADIS BROTH
620070 YEAST GLUCOSE CHLORAMPHENICOL AGAR 620176 ROGOSA AGAR

620071 PSEUDOMONAS AGAR BASE 620177 ROGOSA BROTH

620072 CZAPEK DOX BROTH 620179 SABOURAUD CAF AGAR + ACTIDIONE
620074 TRYPTONE SULFITE NEOMYCIN AGAR 620180 S.F. BROTH

620075 PHENYLALANINE MALONATE BROTH 620181 S.I.M. MEDIUM

620079 BRUCELLA AGAR BASE 620182 STUART TRANSPORT MEDIUM
620092 XLT 4 AGAR 620183 TETRATHIONATE BROTH BASE
620095 CZAPEK DOX AGAR 620185 TRYPTIC (CTA) MEDIUM

620096 REINFORCED CLOSTRIDIAL AGAR 620186 VOGEL JOHNSON AGAR

620097 STAPHYLOCOCCUS BROTH 620188 BLOOD AGAR BASE N. 2

620098 ALKALINE PEPTONE WATER 620191 AMIES TRANSPORT MEDIUM (w/o CHARCOAL)
620101 MALT AGAR 620193 TRYPTOSE AGAR

620103 SABOURAUD AGAR 620195 MAC CONKEY AGSAR w/o CRYSTAL VIOLET
620104 SABOURAUD BROTH 620196 TRYPTIC BILE AGAR

620107 UREA AGAR BASE (ISO 6785) 620197 TRYPTOFAN BROTH

620108 MAC CONKEY SORBITOL AGAR 620200 CAMPYLOBACTER KARMALI AGAR BASE
620109 P.P.L.O. BROTH 620203 SABOURAUD CAF AGAR

620110 MUELLER HINTON AGAR MODIFIED 620205 DNase TEST AGAR

620111 YERSINIA SELECTIVE AGAR BASE 620206 TRYPTONE WATER (ISO/DIS 3811)
620112 CLED ANDRADE AGAR 620207 CLOSTRIDIUM PERFRIGENS AGAR BASE
620113 COLUMBIA CNA AGAR BASE 620210 BILE AESCULIN AGAR

620114 BACILLUS CEREUS AGAR BASE (MOSSEL) ISO 7932 620211 KLIGLER IRON AGAR MOD.

620115 CLOSTRIDIUM DIFFICILE AGAR BASE 620214 MIDDLEBROOK 7H9 BROTH BASE
620117 TRYPTONE YEAST AGAR 620217 NUTRIENT BROTH N.2

620118 ANDRADE LACTOSE PEPTONE WATER 620218 Mueller Hinton Il Broth

620122 MIDDLEBROOK 7H10 AGAR BASE 620227 PHENOL RED AGAR BASE

620123 CORN MEAL AGAR 620229 ANTIBIOTIC MEDIUM E

620125 LEGIONELLA CYE AGAR BASE 620233 TRYPTOSE BROTH

620130 CAMPYLOBACTER BLOOD FREE MEDIUM BASE 620235 MANNITOL MOTILITY TEST MEDIUM
620131 CAMPYLOBACTER ENRICHMENT BROTH BASE 620241 TRYPTONE SOYA YEAST EXTRACT BROTH
620132 MOTILITY TEST AGAR 620303 Lysine Decarboxylase Broth

620134 SLANETZ BARTLEY AGAR BASE ISO 7899-2 620309 PSEUDOMONAS AGAR F

620135 BIGGY (NICKERSON) AGAR 620311 UREA BROTH

620136 BACILLUS CEREUS AGAR BASE (PEMBA) 620495 BRAIN HEART INFUSION

620137 SCHAEDLER BROTH 620496 ACID HYDROLISATE OF CASEIN
620140 E.M.B. AGAR w LACTOSE + SUCROSE 620497 BEEF EXTRACT

620143 LIVER BROTH 620498 LACTOSE

620144 MRS BROTH w/o GLUCOSE 620611 CHROMATIC™ SALMONELLA

620145 SELENITE BROTH 620612 CHROMATIC™ DETECTION

620146 SABOURAUD MALTOSE AGAR 620613 CHROMATIC™ CANDIDA

620147 SLANETZ AND BARTLEY AGAR + TTC 620614 Chromatic™ E.coli 0157

620148 SPS AGAR 620615 CHROMATIC™ MRSA

620151 BILE AESCULIN BROTH 620616 CHROMATIC™ STAPH AUREUS
620152 AMIES TRANSPORT MEDIUM + CHARC. 620617 CHROMATIC™ STREP B

620153 AZIDE BLOOD AGAR BASE 620627 MUELLER HINTON Il AGAR

620155 AZIDE VIOLET BLOOD AGAR BASE 620629 CHROMATIC™ ESBL

620157 BIOTONE AGAR 621000 SODIUM CHLORIDE

620158 BIOTONE BROTH 621001 AGAR

620159 CPLM SELECTIVE WITHCAF 621003 SODIUM SELENITE

620160 DERMATOPHYTE (D.T.M.) AGAR 621004 TRYPTONE

620161 DEXTROSE BROTH 621005 YEAST EXTRACT

620163 G.N. HAUNA BROTH 621006 MALT EXTRACT

620164 HERELLEA AGAR 621007 CAMPYLOBACTER AGAR BASE
620165 KOSER CITRATE BROTH 621010 TCBS AGAR

620168 LISTERIA PALCAM AGAR 621015 SIERRA LIPOLYTIC AGAR

620169 I.U.T.M. MEDIUM 621016 YEAST EXTRACT AGAR (ISO 6222)
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621021 HEART INFUSION BROTH 79822 INTEGRAL SYSTEM YEASTS Plus 4 Tests
621022 MIDDLEBROOK 7H10 AGAR BASE 80009 IODINE MKTT SOLUTION 10 x 10 ml

621210 WURTZ LACTOSE AGAR 80010 XLT 4 supplement 2 x50 ml

621265 ISOSENSITEST AGAR 80021 GLYCEROL supplement 4 x 50 ml

621367 BILE BACTERIOLOGICAL 80022 POTASSIUM TELLURITE 1% suppl. 5 x 10 ml
621401 IRON SULPHITE AGAR 80031 TWEEN 80 supplement 2 x 50 ml

621402 CARY BLAIR TRANSPORT MEDIUM 80040 CHROMATIC™ SALMONELLA Supplement 2x50 ml
621601 GLUCOSE 80047 MULLER KAUFFMANN 3X50 ml (lodio/B.G.0.1%)
621618 CHROMATIC™ MH 80053 VITAMIN K 1% supplement 5 x 5 ml

621619 CHROMATIC™ CRE AGAR BASE 80056 LEGIONELLA growth supplement 10 vials
621701 PEPTONE BACTERIOLOGICAL 80057 H202 REAGENT 1 x 10 ml

622202 STREPTOCOCCUS SELECTIVE AGAR 80060 DECONTAM-KIT

630026 LOWENSTEIN JENSEN MEDIUM w GLYCEROL 1 litre 80110 UREA 40% 6X100 ml

71618 ENTEROSYSTEM 18R 20 Tests 80219 EGG YOLK emulsion 4 x50 ml

71630 STAF SYSTEM 18 R 20 Tests 80252 ENTEROSYSTEM 18R REAGENT 100/200 Tests
71670 COPRO SYSTEM 40 Tests 80253 COPRO SYSTEM REAGENTS (antisera)
71675 COPRO SYSTEM Plus 20 Tests 80257 LISTERIA SYSTEM 18R -REAG 100/200 Tests
71678 PATHOGENIC SYSTEM DOUBLE 40 Tests 80258 AF GENITAL SYSTEM REAGENT

71679 PATHOGENIC SYSTEM 20 Tests 80260 IDENTIF. SYSTEM-REAGENT 100/200 Tests
71681 PATHOGENIC SYSTEM AST 80271 KOVAC'S REAGENT 4x25 ml

71714 INTEGRAL SYSTEM ENTEROBATTERI 20 Tests 80272 FERRIC CHLORIDE 10% 2x 25 ml

71718 INTEGRAL SYSTEM STAFILOCOCCH]I 20 Tests 80273 NINHYDRIN 7% 10 ml

71720 INTEGRAL SYSTEM STREPTOCOCCHI 20 Tests 80275 MIF COLOR KIT 50 Tests

71724 INTEGRAL SYSTEM GARDNERELLA 20 TESTS 80276 ZIEHL-NEELSEN 3 x 250 ml

71822 INTEGRAL SYSTEM YEASTS Plus 20 Tests 80277 METHYLENE BLUE Solution 250 ml

72560 STREPTO SYSTEM 12 R 40 Tests 80279 VASELINE OIL 4 x 50 ml

72592 MYCOPLASMA SYSTEM Plus 20 Tests 80280 V.P. TEST-Reagent 10x10ml

74156 A.F. GENITAL SYSTEM 20 Tests 80281 V.P. TEST EP 10 x 10 mL

74160 URIN SYSTEM Plus 20 Tests 80282 Kit May-Griinwald Giemsa

74161 URIN SYSTEM Chrom 20 Tests 80290 SAFRANIN SOLUTION 1000 ml

76010 Sensi Test gram-negative 20 Tests 80291 POTASSIUM TELLURITE 3.5% suppl.5x10 ml
76020 Sensi Test gram-positive 20 Tests 80292 UREA 40 % supplement 10 x5 ml

76031 SensiQuattro Gram-negative 20 Tests 80293 GRAM COLOR KIT 4 x250 ml

76032 SensiQuattro Gram-positive 20 Tests 80294 KIT COLOR ALBERT 2 x 250 ml

76033 SensiQuattro Candida EU 20 Tests 80295 DECOLOURIZING SOLUTION 1000 ml
78618 ENTERO PLURI TEST 10 Tests 80296 LUGOL PVP SOLUTION 1000 ML

78619 ENTERO PLURI TEST 25 Tests 80297 SAFRANIN SOLUTION 500 ml

78620 OXI/FERM PLURI TEST 10 Tests 80298 LUGOL PVP SOLUTION 250 ml

78621 OXI/FERM PLURITEST 25 Tests 80299 CRYSTAL VIOLET SOLUTION 1000 ml
79010 Sensi Test gram-negative 4 Tests 80300 TTC 1% supplement 5x 10 ml

79020 Sensi Test gram-positive 4 Tests 80350 ANTIBIOTIC TEST

79031 SensiQuattro Gram-negative 4 Tests 80351 RAPID ANTIBIOTIC TEST 50 Tests

79032 SensiQuattro Gram-positive 4 Tests 80380 KINYOUN COLOR KIT 2 x250 ml

79033 SensiQuattro Candida EU 4 Tests 80390 FIXUR 1

79156 A.F. GENITAL SYSTEM 4 Tests 80409 IODINE SOLUTION 10 x 10 ml

79160 URIN SYSTEM Plus 4 Tests 80410 XLT 4 SUPPLEMENT 4 x 50 ml

79161 URIN SYSTEM Chrom 4 Tests 80422 POTASSIUM TELLURITE 1% Supplement 10 x 10 ml
79560 STREPTO SYSTEM 12 R 8 Tests 80430 TTC 1% supplement 10 x 10 ml

79592 MYCOPLASMA SYSTEM Plus 4 Tests 80431 TWEEN 80 Supplement 4 x 50 ml

79618 ENTEROSYSTEM 18R 4 Tests 80453 VITAMIN K 1% SUPPLEMENT 10 x 5 ml
79630 STAF SYSTEM 18 R4 Tests 80491 POTASSIUM TELLURITE 3,5% Supplement 10 x 10
79670 COPRO SYSTEM 8 Tests 81001 AMPICILLIN supplement 10 vials

79675 COPRO SYSTEM Plus 4 Tests 81002 LEGIONELLA (BMPA) supplement 10 vials
79678 PATHOGENIC SYSTEM DOUBLE 8 Tests 81003 BRUCELLA supplement 10 vials

79679 PATHOGENIC SYSTEM 4 Tests 81004 CAMPYLOBACTER Preston supplem 10 vials
79681 PATHOGENIC SYSTEM AST 81006 CN (Pseudomonas) supplement 10 vials
79714 INTEGRAL SYSTEM ENTEROBATTERI 4 Tests 81007 CLOSTRIDIUM difficile suppleme 10 vials
79718 INTEGRAL SYSTEM STAFILOCOCCHI 4 Tests 81008 LEGIONELLA (GVPC) supplement 10 vials
79720 INTEGRAL SYSTEM STREPTOCOCCHI 4 Tests 81009 IODINE solution 5x10ml

79724 INTEGRAL SYSTEM GARDNERELLA 4 Tests 81011 CLOSTRIDIUM perfrigens (T.S.C.) sup.10 v.
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81012 LCAT supplement 10 vials 88008 AESCULIN BILE TEST 30 Tests

81013 BORDETELLA supplement 10 vials 88009 NITRATI TEST 30 Tests 30 Tests

81014 HAEMOPHILUS supplement 10 vials 88010 LISTERIA MONO TEST 20 Tests

81015 CAMPYLOBACTER Butzler supplement 10 vials 88011 UREA RAPID TEST 30 Tests

81016 BACILLUS Cereus Supplement 10 Vials 88013 H2S RAPID TEST 30 Tests

81017 CHLORAMPHENICOL supplement 10 vials 88014 LYSINE DECARBOXYLASE TEST 30 Tests
81019 LEGIONELLA (MWY) supplement 10 vials 88015 ORNITHINE DECARBOXYLASE TEST 30 Tests
81020 MMG Supplement 10 vials 88016 ARGININE DECARBOXYLASE TEST 30 Tests
81022 V.C.N. supplement 10 vials 88017 INDOLE TEST 30 Tests

81023 VITALEX growth supplement 10 vials 88020 S F RAPID TEST 30 Tests

81024 V.C.N.T. supplement 10 vials 88021 CAMP TEST-S 30 Tests

81025 DERMATOPHYTE supplement 10 vials 88023 CATALASI/OXY TEST 30 Tests

81026 LISTERIA PALCAM supplement 10 vials 88024 UREA /INDOLO TEST 30 Tests

81032 ONPG 1.5% Supplement 10 vials 88027 CAMP TEST-R 30 Tests

81033 GENTAMYCIN supplement 10 vials 88028 PEPTIDASE A TEST 30 Tests

81035 MIDDLEBROOK 7H 10 supplement 4 x 50 ml 88029 OXIDASE TEST STICKS 50 Tests

81036 CAMPYLOBACTER KARMALI Supplement 10 vials 88030 COAGULASE TEST 40 Tests

81037 CAMPYLOBACTER CCDA supplement 10 vials 88031 GRAM TEST STICK 30 Tests

81038 CAMPYLOBACTER C.T.V.N. Supplement 10 vials 88032 INDOLO TEST STICK 30 Tests

81039 YERSINIA supplement 10 vials 88033 BETA LACTAMASE STICKS 30 Tests

81040 GARDNERELLA vaginalis Supplement 10vials 88034 PEPTIDASE A STICKS 30 Tests

81041 V.C.A.T. supplement 10 vials 88035 VP TEST KIT

81042 LISTERIA FRASER supplement (1125mg)10 vials 88040 C 390 50 Discs

81048 CNA (Staf/Strep) supplemet 10 vials 88041 Brilliant Green 100 ug

81050 CAMPYLOBACTER growth supplement 10 vials 88042 CITRATE TEST

81051 CAMPYLOBACTER Blaser Wang supp 10 vials 88043 0129 Disc 150 pg

81054 SCHAEDLER supplement 10 vials 88044 0129 Disc 10 ug

81055 CAMPYLOBACTER Skirrow supple 10 vials 88105 O.N.P.G. TEST

81056 LEGIONELLA (BCYE) growth suppl.10 vials 88201 GALACTOSE TEST 30 Tests

81062 VANCOMYCIN Supplement for VRE 10 vials 88202 GLUCOSE TEST 30 Tests

81077 CAMPYLOBACTER C.T.V.A. Supplement 10 vials 88203 LACTOSE TEST 30 Tests

81078 CHROMATIC™ MRSA Supplement 88204 MALTOSE TEST 30 Tests

81079 UREA-ARGININE SCREEN 88205 RAFFINOSE TEST 30 Tests

81082 CEFIXIME TELLURITE Supplement 88206 SUCROSE TEST 30 Tests

81083 MEROPENEM Supplement 88207 ARABITOL TEST 30 Tests

81084 NEOMYCIN Solution 88208 ADONITOL TEST 30 Tests

81085 CHROMATIC™ STAPH AUREUS Supplement 88209 ARABINOSE TEST 30 Tests

81086 VCC MOD SELECTIVE Supplement 88210 DULCITOL TEST 30 Tests

81088 CHROMATIC™ CRE Supplement 88211 INOSITOL TEST 30 Tests

81089 Chromatic™ ESBL Supplement 88212 INULIN TEST 30 Tests

81090 CHROMATIC™ ESBL+AmpC Supplement 88213 LEVULOSE TEST 30 Tests

81091 Legionella BCYE Growth Supplement w/o L-Cysteine 88214 MANNITOL TEST 30 Tests

83810 HORSE SERUM 1x100 ml 88215 MANNOSE TEST 30 Tests

85501 COPRO KIT (SELENITE BROTH) 88216 RHAMNOSE TEST 30 Tests

85502 COPROKIT 2 (SALMONELLA BROTH) 88217 SALICIN TEST 30 Tests

87001 KOVAC'S Reagent 88218 SORBITOL TEST 30 Tests

87002 VP (NaOH) Reagent 88219 TREHALOSE TEST 30 Tests

87003 CATALASE Reagent 88220 XYLOSE TEST 30 Tests

87004 PHENYLALANINE Reagent 89021 CultiControl™ Aspergillus brasiliensis ATCC® 16404™
87005 OXIDASE Reagent 89022 CultiControl™ Bacillus Cereus ATCC® 11778™
87006 Vaseline Ol 89023 CultiControl™ Bacillus subtilis ATCC® 6633™
87007 VP (KOH) Reagent 89024 CultiControl™ Candida albicans ATCC® 10231™
87008 Lactophenol Cotton Blue Droppers 89025 CultiControl™ Enterococcus faecalis ATCC® 19433™
87101 GRAM COLOR KIT 89026 CultiControl™ Enterococcus faecalis ATCC® 29212™
88001 BETA LACTAMASE TEST 30 Tests 89027 CultiControl™ Escherichia coli ATCC® 25922™
88003 OXIDASE TEST SWABS 30 Tests 89028 CultiControl™ Escherichia coli ATCC® 8739™
88004 OXIDASE TEST DISCS 30 Discs 89029 CultiControl™ Listeria innocua ATCC® 33090™
88005 O.N.P.G. TEST 30 Tests 89030 CultiControl™ Listeria ivanovii ATCC® 19119™
88006 E.COLI TEST 30 Tests 89031 CultiControl™ Listeria monocytogenes ATCC® 19111™
88007 HIPPURATE TEST 30 Tests 89032 CultiControl™ Proteus mirabilis ATCC® 25933™
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CultiControl™ Pseudomonas aeruginosa ATCC® CultiControl™ Kilebsiella pneumoniae ATCC ® BAA-
89033 27853™ 89088 1705™
; ™ f ™ CultiControl™ Klebsiella pneumoniae subsp. pneumoniae
89034 CultiControl™ Pseudomonas aeruginosa ATCC® 9027 89089 ATCC ® 13883™
1 ™ i ™
89035 CultiControl™ Rhodococous equi ATCC® 6939 89090 CultiControl™ Clostridium difficile ATCC ® 9689™
89036 CultiControl™ Saccharomyces cerevisiae ATCC® 9763™ CultiControl™ Aggregatibacter aphrophilus ATCC ®
89037 CultiControl™ Salmonella typhimurium ATCC® 14028™ 89091 7901™
- v an - ™ CultiControl™ Staphylococcus aureus subsp. aureus
89038 CultiControl™ Shigella flexneri ATCC® 12022 89092 ATCC® 700698™
89039 CultiControl™ Staphylococcus aureus NCTC 12493 CultiControl™ Staphylococcus aureus subsp. aureus
. 89093 ATCC ® 700699™
89040 CultiControl™ Staphylococcus aureus ATCC® 25923™ CultiControl™ Plesiomonas shigelloides ATCC ®
89041 CultiControl™ Staphylococcus aureus ATCC® 29213™ 89094 14029™
89042 CultiControl™ Staphylococcus aureus ATCC® 33862™ 89095 CultiControl™ Clostridium sporogenes ATCC ® 19404™
89043 CultiControl™ Staphylococcus aureus ATCC® 43300™ 89096 CultiControl™ Micrococcus luteus ATCC ® 10240™
89044 CultiControl™ Staphylococcus aureus ATCC® 6538™ 89097 CultiControl™ Candida tropicalis ATCC ® 750™
CultiControl™ Staphylococcus epidermidis ATCC® . ™ ; ; ™
89045 12008 89098 CultiControl™ Candida krusei ATCC ® 14243
i ™ i I ™
89046 CultiControl™ Streptococcus agalactiae ATCC® 13813™ 89099 CultiControl™ Gardnerella vaginalis ATCC ® 14018
CultiControl™ Streptococcus pneumoniae ATCC® 89100 CultiControl™ Lactobacillus fermentum ATCC ® 9338™
89047 49619™ 89101 CultiControl™ Listeria grayi ATCC ® 25401™
89048 CultiControl™ Streptococcus pyogenes ATCC® 19615™ 89102 CultiControl™ Micrococcus luteus ATCC ® 4698™
89049 CultiControl™ Proteus mirabilis ATCC® 12453™ CultiControl™ Moraxella (Branhamella) catarrhalis ATCC
™
89050 CultiControl™ Yersinia enterocolitica ATCC® 9610™ 89103 ® 25238
i ™ i il ™
89051 CultiControl™ Listeria monocytogenes ATCC® 19115™ 89104 CultiControl™ Neisseria gonorrhoeae ATCC ® 49226
CultiControl™ Legionella pneumophila subsp. 89105 CultiControl™ Proteus mirabilis ATCC ® 35659™
89052 pneumophila ATCC® 33152 89106 CultiControl™ Proteus mirabilis ATCC ® 43071™
89053 Cult?COﬂtrOl:x Clostridium perfri.ngens ATCC® ‘!3124”" 89107 CultiControl™ Proteus vulgaris ATCC ® 6380™
CultiControl i SaI_moneIIa enterica subsp. enterica CultiControl™ Pseudomonas aeruginosa ATCC ®
89054 serovar Typhimurium ATCC® 13311™ 89108 10145™
CultiControl™ Lactobacillus paracasei subsp. paracasei CultiControl™ Pseudomonas aeruginosa ATCC ®
89055 ATCC ® BAA-52™ 89109 15442™
89056 CultiControl™ Vibrio parahaemolyticus ATCC ® 17802™ CultiControl™ Pseudomonas fluorescens ATCC ®
™
89057 CultiControl™ Aspergillus fumigatus ATCC ® 204305™ 89110 L.
89058 CultiControl™ Shigella sonnei ATCC ® 25931 ™ 89111 CultiControl™ Bacteroides ovatus ATCC ® 8483™
89059 CultiControl™ Clostridium sordelli ATCC ® 9714™ 89112 CultiControl™ Clostridium histolyticum ATCC ® 19401™
. cbari 89113 CultiControl™ Bacteroides fragilis ATCC ® 23745™
™ ™
89060 CultiControl™ Listeria monocytogenes ATCC ® 7644 CultiControl™ Actinomyces odontolyficus ATCC ®
89061 CultiControl™ Streptococcus bovis ATCC ® 33317™ 89114 17929™
89062 CultiControl™ Streptococcus mutans ATCC ® 25175™ 89115 CultiControl™ Enterococcus faecalis ATCC ® 33186™
CultiControl™ Streptococcus pneumoniae ATCC ® CultiControl™ Staphylococcus aureus subsp. aureus
89063 27336™ 89116 ATCC ®33591™
89064 CultiControl™ Streptococcus sanguinis ATCC ® 10556™ 89117 CultiControl™ Enterococcus faecium ATCC ® 51559™
CultiControl™ Enterobacter cloacae subsp. cloacae CultiControl™ Fusobacterium nucleatum ATCC ®
89065 ATCC ® BAA-1143™ 89118 25586™
89066 CultiControl™ Enterococcus faecalis ATCC ® 49532™ 89119 CultiControl™ Aeromonas hydrophila ATCC ® 7966™
89067 CultiControl™ Enterococcus faecalis ATCC ® 49533™ 89120 CultiControl™ Haemophilus influenzae ATCC ® 10211™
89068 CultiControl™ Escherichia coli NCTC 11954™ 89121 CultiControl™ Serratia marcescens ATCC ® 8100™
1 ™ i i -
CultiControl™ Kiebsiella pneumoniae ATCC ® BAA 89122 CultiControl™ Neisseria gonorrhoeae ATCC ® 49981™
89069 2146™
CultiControl™ Klebsiella pneumoniae subsp. pneumoniae 89123 g;gé%gatrolTM Haemophilus haemolyticus ATCC ®
89070 ATCC ® 700603™
89071 CultiControl™ Candida parapsilosis ATCC ® 22019™ 89124 CultiControl™ Haemophilus influenzae ATCC ® 33533™
: ' . 89125 CultiControl™ Providencia stuartii ATCC ® 33672™
™ ™
89072 CultiControl™ Candida albicans ATCC ® 90028 CultiControl™ Staphylococcus hasmolyticus ATCC ®
89073 CultiControl™ |ssatchenkia orientalis ATCC ® 6258™ 89126 29970™
89074 CultiControl™ Neisseria gonorrhoeae ATCC ® 19424™ 89127 g;gggatrolw Streptococcus anginosus ATCC ®
89075 CultiControl™ Neisseria gonorrhoeae ATCC ® 31426™ CultiControl™ Streptococcus dysgalactiae
89076 CultiControl™ Haemophilus influenzae ATCC® 49766™ 89128 subsp.equisimilis ATCC ® 12388™
89077 CultiControl™ Haemophilus influenzae ATCC® 49247™ 89129 CultiControl™ Streptococcus mitis ATCC ® 6249™
89078 CultiControl™ Bacteroides fragilis ATCC® 25285™ 89130 CultiControl™ Streptococcus pyogenes ATCC ® 49399™
CU”iCCT’S“'O'TM Bacteroides thetaiotaomicron ATCC® 89131 CultiControl™ Streptococcus salivarius ATCC® 13419™
89079 29741 CultiControl™ Salmonella enterica subsp. enterica
89080 CultiControl™ Lactobacillus acidophilus ATCC ® 4356™ 89132 serovar Abony NCTC 6017
89081 CultiControl™ Lactobacillus leichmannii ATCC ® 4797™ 89133 CultiControl™ Staphylococcus xylosus ATCC ® 29971™
89082 CultiControl™ Lactococcus lactis ATCC ® 19435™ 89135 CultiControl™ Propionibacterium acnes ATCC® 11827™
89083 CultiControl™ Proteus mirabilis ATCC ® 29906™ 89136 CultiControl™ Haemophilus influenzae NCTC 8468
CultiControl™ Salmonella enterica subsp. enterica CultiControl™ Staphylococcus aureus subsp. aureus
89084 serovar Enteritidis ATCC ® 13076™ 89137 ATCC ® 19095™
89085 CultiControl™ Listeria monocytogenes ATCC ® 13932™ 89138 CultiControl™ Cronobacter sakazakii ATCC ® 29544™
Iti ™ B Il hi ica AT
89086 CultiControl™ Campylobacter jejuni ATCC ® 33291™ 89139 QuliContro™  Bordetella bronchiseptica ATCC ®
CultiControl™ Klebsiella pneumoniae ATCC ® BAA- CuliControl™ Trichophyton mentagrophytes ATCC ®
89087 1706™ 89140 9533™
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89141 g):;tlT(biontroITM Acinetobacter baumannii ATCC ® BAA- 9018/1 CEFOXITIN FOX 30 ug 50 Discs

89144 CultiControl™ Vibrio alginolyticus ATCC ® 17749™ 9019 CEFTAZIDIME CAZ30ug 250 Discs
CultiControl™ Campylobacter jejuni subsp. jejuni ATCC ® 90191 CEFTAZIDIME CAZ 30 pg 50 Discs

89145 33560™ 9020 CEFTRIAXONE CRO 30 ug 250 Discs

89146 CultiControl™ Citrobacter freundii ATCC ® 43864™ 9020/1 CEFTRIAXONE CRO 30 pg 50 Discs

89147 CultiControl™ Burkholderia cepacia ATCC ® 25416™ 9021 CEFUROXIME CXM 30 g 250 Discs

89148 CultiControl™ Listeria monocytogenes ATCC ® 35152™ 9021/1 CEFUROXIME CXM 30 ug 50 Discs
CultiControl™ Stenotrophomonas maltophilia ATCC® -

89149 13637™ 9022 CHLORAMPHENICOL C 30 ug 250 Discs
CultiControl™ Legionella pneumophila subsp. fraseri 9022/1 CHLORAMPHENICOL C 30 ug 50 Discs

8: 5; gTﬁ(C; ® 33]1:6: P — 9023 COLISTIN SULFATE CS 10 g 250 Discs

Ss152___ouiContolEnorooce o ATOOBS0STR | o231 | oL SULFATE G5 1050 s

89154 ® 13314™ 9024 ERYTHROMYCIN E 15 ug 250 Discs

89156 CultiControl™ Enterobacter aerogenes ATCC ® 13048™ 9024/1 ERYTHROMYCIN E 15 yg 50 Discs

89160 CultiControl™ Haemophilus influenzae ATCC ® 19418™ 9025 FOSFOMYCIN FOS 50 ug 250 Discs

89163 CultiControl™ Escherichia coli ATCC ® 35218™ 9025/1 FOSFOMYCIN FOS 50 pyg 50 Discs

89164 CultiControl™ Neisseria meningitidis ATCC ® 13090™ 9026 GENTAMICIN CN 10 yg 250 Discs

89165 g;gg(;gatrolm Peptostreptococcus anaerobius ATCC ® 9026/1 GENTAMICIN CN 10 yg 50 Discs
CultiControl™ Staphylococcus aureus subsp. aureus 9027 KANAMYCIN K 30 ug 250 Discs

89170 ATCC ® BAA-44T" 9027/1 KANAMYCIN K30 ujg 50 Discs

89171 CultiControl™ Enterococcus faecium ATCC ® 19434™ 9028 LINCOMYCIN MY 2 ug 250 Discs
CultiControl™ Enterococcus faecium ATCC ® BAA- -

89172 2319T™ 9028/1 LINCOMYCIN MY 2 ug 50 Discs

89173 CultiControl™ Enterococcus faecalis ATCC ® 51299™ 9029 METHICILLINMET S ug 250 Discs

89174 CultiControl™ Acinetobacter baumannii ATCC ® 19606™ 90291 METHICILLIN MET 5 g 50 Discs
CultiControl™ Streptococcus pneumoniae ATCC ® 9030 MINOCYCLINE MN 30 ug 250 Discs

89175 700§71TM — 9030/1 MINOCYCLINE MN 30 ug 50 Discs

89176 CuIt!ControITM Haen?ophlluls influenzae ATCC ® 33391™ 9031 AMPICILLIN-SULBAGTAM AMS 20 ug 250 Discs

89177 CuIt!ControITM Cand?da albﬁcans ATCC ® 18804™ 9031/1 AMPICILLIN-SULBAGTAM AMS 20ug 50 DISCS

89178 CultiControl™ Candida albicans ATCC ® 64124™ 9032 NEOMYGIN N30 g 250 Discs

9001 NALIDIXIC ACID NA 30 pg 250 Discs 9032/1 NEOMYCIN N30 pg 50 Discs

9001/1 NALIDIXIC ACID NA 30 pg 50 Discs 9033 NETILMICIN NET 30 pg___ 250 Disce

9002 Oxolinic acid OA2 g 250 Discs 903311 NETILMICIN NET 30 ug 50 Discs

900271 Oxolinic acid OA2 pg 50 Discs 9034 NITROFURANTOIN F 300 pg 250 Discs

9003 PIPEMIDIC ACID P120 yg 250 Dises 9034/1 NITROFURANTOIN F 300 pg 50 Discs

9003/1 PIPEMIDIC ACID P120 pg 50 Discs 9035 NORFLOXACIN NOR 10yg 250 Discs

9004 AMIKACINAK 30pg 250 Discs 9035/1 NORFLOXAGIN NOR 10 ug 50 Discs

9004/1 AMIKACIN AK 30 ug 50 Discs‘ 9036 OXAGILLIN OX_ 14g 250 Discs

9005 AMOXICILLIN AML 30 yg 250 Discs 9036/1 OXAGILLINOX 1 pg 50 Disce

9005/1 AMOXICILLIN AML 30 ug 50 Discs 9037 PENICILLING P 101U 250 Discs

9006 AMPICILLINAMP 10 ng 250 Discs 9037/1 PENICILLIN G P 10 IU__ 50 Discs

90061 AMPICILLINAMP 10ug 50 Discs 9038 PIPERACILLIN PRL 100 pg 250 Discs

9007 AZLOCILLINAZL75 g 250 Discs 9038/1 PIPERACILLIN PRL 100 pg 50 Discs

9007/1 AZLOCILLIN AZL 75 ug 50 Discs 9039 RIFAMPICIN RD 30 ug 250 Discs

9008 AZTREONAM ATM 30 ug 250 Discs 9039/1 RIFAMPICIN RD 30 ug 50 Discs

900871 AZTREONAMATM 30 ug 80 Discs 9040 STREPTOMYGIN S 10ug 250 Discs

9009 CARBENICILLIN CAR 100 pg 250 Discs 9040/1 STREPTOMYCINS 10 yg_ 50 Discs

9009/1 CARBENICILLIN CAR 100 pg 50 Discs 9041 SULFAFURAZOLE SF 300 pg 250 Discs

9010 CEFACLORCEC 309 250 Discs 9041/1 SULFAFURAZOLE SF 300 ug 50 Discs

9010/1 CEFACLOR CEC 30 ug 50 Discs TRIMETHOPRIM-SULFAMETHOXAZOLE SXT 25 ug

9011 CEPHALEXIN CL 30 pg 250 Discs 9042 250 Discs

- TRIMETHOPRIM-SULFAMETHOXAZOLE SXT 25 ug 50

9011/1 CEPHALEXIN CL 30 ug 50 Discs 9042/1 Discs

9013 CEPHALOTHINKF30pg 250 Discs 9043 TETRACYCLINE TE 30 ug 250 Discs

9013/1 CEPHALOTHINKF 30 g 50 Discs 9043/1 TETRACYCLINE TE 30 ug 50 Discs

9014 CEFAMANDOLE MA 30 ug 250 Discs 9044 TOBRAMYCIN TOB 10 ug 250 Discs

9014/1 CEFAMANDOLE MA 30 bg 50 Discs 9044/1 TOBRAMYCIN TOB 10 yg 50 Discs

9015 CEFAZOLINKZ30pg 250 Discs 9045 VANCOMYCIN VA 30 ug 250 Discs

9015/1 CEFAZOLINKZ30ug 50 Discs 9045/1 VANCOMYCIN VA 30 ug 50 Discs

9016 CEFOPERAZONE CFP 30 pg 250 Discs 9046 SISOMYCIN SIS 30ug 250 Discs

9016/1 CEFOPERAZONE CFP 30 pg 50 Discs 9046/1 SISOMYCIN SIS 30 ug 50 Discs

9017 CEFOTAXIME CTX 30 g 250 Discs 9047 CLINDAMYCIN CD 2 pg 250 Discs

901711 CEFOTAXIME CTX 30 ug 50 Discs 9047/1 CLINDAMYCINCD 2 ug 50 Discs

9018 CEFOXITIN FOX 30 ug 250 Discs
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AMOXICILLIN-CLAVULANIC ACID AUG 30 pg 250
9048 Discs
9048/1 AMOXICILLIN-CLAVULANIC ACID AUG 30 pg 50 Discs
9049 FUSIDIC ACID FC 10 ug 250 Discs
9049/ FUSIDIC ACID FC 10 ug 50 Discs
9050 TEICOPLANIN TEC 30 ug 250 Discs
9050/1 TEICOPLANIN TEC 30 pg 50 Discs
9051 BACITRACIN BA 10 IU 250 Discs
9051/1 BACITRACIN BA 10 IU 50 Discs
9052 CEFADROXIL CDX 30 pg 250 Discs
9052/1 CEFADROXIL CDX 30 ug 50 Discs
9053 CEFSULODIN CSD 30 ug 250 Discs
9053/1 CEFSULODIN CSD 30 pg 50 Discs
9054 CEFTIZOXIME CZX 30 yg 250 Discs
9054/1 CEFTIZOXIME CZX 30 ug 50 Discs
9055 CEPHRADINE CE 30 pg 250 Discs
9055/1 CEPHRADINE CE 30 ug 50 Discs
9056 CIPROFLOXACIN CIP 5 pg 250 Discs
9056/1 CIPROFLOXACIN CIP 5 ug 50 Discs
9057 CINOXACIN CIN 100 pg 250 Discs
9057/1 CINOXACIN CIN 100 ug 50 Discs
9058 CLOXACILLIN CX 5ug 250 Discs
9058/1 CLOXACILLIN CX 5 pg 50 Discs
9059 DOXYCYCLINE DXT 30 ug 250 Discs
9059/1 DOXYCYCLINE DXT 30 ug 50 Discs
9060 ROXITROMYCIN RXT 15 pg 250 Discs
9060/1 ROXITROMYCIN RXT 15 pg 50 Discs
9061 ERTAPENEM ETP 10 yg 250 Discs
9061/1 ERTAPENEM ETP 10 ug 50 Discs
9062 MEZLOCILLIN MEZ 75 pg 250 Discs
9062/1 MEZLOCILLIN MEZ 75 pg 50 Discs
9063 NOVOBIOCIN NO 30 ug 250 Discs
9063/1 NOVOBIOCIN NO 30 ug 50 Discs
9064 CEFPODOXIME PX 10 ug 250 Discs
9064/1 CEFPODOXIME PX 10 ug 50 Discs
9065 OXYTETRACYCLINE OT 30 pg 250 Discs
9065/1 OXYTETRACYCLINE OT 30 pg 50 Discs
9066 POLYMYXIN B PB 100 1U 250 Discs
9066/1 POLYMYXIN B PB 100 IU 50 Discs
9067 SPECTINOMYCIN SPC 100 yg 250 Discs
9067/1 SPECTINOMYCIN SPC 100 ug 50 Discs
9068 MEROPENEM MRP 10 ug 250 Discs
9068/1 MEROPENEM MRP 10 yg 50 Discs
9069 FLUCONAZOLE FLU 100 pg 250 Discs
9069/1 FLUCONAZOLE FLU 100 pg 50 Discs
9070 TICARCILLIN TC 75 g 250 Discs
9070/1 TICARCILLIN TC 75 ug 50 Discs
9071 AMPHOTERICIN B AMB 20 ug 250 Discs
90711 AMPHOTERICIN B AMB 20 g 50 Discs
9072 ECONAZOLE ECN 10 ug 250 Discs
9072/1 ECONAZOLE ECN 10 ug 50 Discs
9073 FLUCYTOSINE AFY 1 ug 250 Discs
9073/1 FLUCYTOSINE AFY 1 yg 50 Discs
9074 GRISEOFULVIN AGF 10 ug 250 Discs
9074/1 GRISEOFULVIN AGF 10 ug 50 Discs
9075 KETOCONAZOLE KCA 10 ug 250 Discs
9075/1 KETOCONAZOLE KCA 10 ug 50 Discs
9076 METRONIDAZOLE MTZ 5 ug 250 Discs
9076/1 METRONIDAZOLE MTZ 5 ug 50 Discs
9077 MICONAZOLE MCL 10 ug 250 Discs
9077/ MICONAZOLE MCL 10 ug 50 Discs

9078 NYSTATIN NY 100 IU 250 Discs

9078/1 NYSTATIN NY 100 IU 50 Discs

9079 IMIPENEM IMI_10 ug 250 Discs

9079/1 IMIPENEM IMI 10 ug 50 Discs

9080 OFLOXACIN OFX 5pug 250 Discs

9080/1 OFLOXACIN OFX 5 ug 50 Discs

9081 CEFOTETAN CTT 30 ug 250 Discs

9081/1 CEFOTETAN CTT 30 ug 50 Discs

9082 TYLOSIN TY 30 ug 250 Discs

9082/1 TYLOSIN TY 30 ug 50 Discs

9083 TRIMETHOPRIM TM 2.5 ug 250 Discs

9083/1 TRIMETHOPRIM TM 2.5 ug 50 Discs

9084 SULFAMETHOXAZOLE SMX 50 ug 250 Discs
9084/1 SULFAMETHOXAZOLE SMX 50pg 50 Discs

9085 Imipenem + Phenylboronic acid IMI + BO 250 Discs
9085/1 Imipenem + Phenylboronic acid IMI + BO 50 Discs
9086 Imipenem + Cloxacillin _ IMI + CL 250 Discs
9086/1 Imipenem + Cloxacillin _IMI + CL 50 Discs

9087 EDTA ED 250 Discs

9087/1 EDTA ED 50 Discs

9088 SPIRAMYCIN SP 100 pg 250 Discs

9088/1 SPIRAMYCIN SP 100 yg 50 Discs

9089 CEFIXIME CFM 5 ug 250 Discs

9089/1 CEFIXIME CFM 5 ug 50 Discs

9090 Daptomycin DAP 30 ug 250 Discs

9090/1 Daptomycin DAP 30 pg 50 Discs

9091 PEFLOXACIN PEF 5 ug 250 Discs

9091/1 PEFLOXACIN PEF 5 ug 50 Discs

9093 DICLOXACILLIN DCX 1 pg 250 Discs

9093/1 DICLOXACILLIN DCX 1 yg 50 Discs

9094 TIAMULIN T 30 pg 250 Discs

9094/1 TIAMULIN T 30 ug 50 Discs

9095 IMIPENEM/CILASTATIN IMC 20 pg 250 Discs
9095/1 IMIPENEM/CILASTATIN IMC 20 pg 50 Discs

9096 TICARCILLIN-CLAVULINC ACID TTC 85 pg 250 Discs
9096/1 TICARCILLIN-CLAVULINC ACID TTC 85 pg 50 Discs
9097 CLOTRIMAZOLE CLO 50 ug 250 Discs
9097/1 CLOTRIMAZOLE CLO 50 pg 50 Discs

9098 CLARITHROMYCIN CLR 15 ug 250 Discs

9098/1 CLARITHROMYCIN CLR 15 pg 50 Discs

9099 FURAZOLIDON FR 50 pyg 250 Discs

9099/1 FURAZOLIDON FR 50 ug 50 Discs

9100 PIPERACILLIN-TAZOBACTAM TZP 110 pg 250 Discs
9100/1 PIPERACILLIN-TAZOBACTAM TZP 110 pg 50 Disc
9101 CEFTIBUTEN CTB 30 pg 250 Discs

9101/1 CEFTIBUTEN CTB 30 yg 50 Discs

9102 LEVOFLOXACIN LEV 5 ug 250 Discs

9102/1 LEVOFLOXACIN LEV 5 ug 50 Discs

9103 MOXIFLOXACIN MOX 5 ug 250 Discs

9103/1 MOXIFLOXACIN MOX 5 ug 50 Discs

9104 CEFEPIME FEP 30 ug 250 Discs

9104/1 CEFEPIME FEP 30 ug 50 Discs

9105 AZITHROMYCIN AZM 15 pg 250 Discs

9105/1 AZITHROMYCIN AZM 15 ug 50 Discs

9106 MYOKAMYCIN MK 15 yg 250 Discs

9106/1 MYOKAMYCIN MK 15 ug 50 Discs

9107 ITRACONAZOLE ITC 50 ug 250 Discs

9107/1 ITRACONAZOLE ITC 50 ug 50 Discs

9108 CEFOPERAZONE CFP 75 ug 250 Discs

9108/1 CEFOPERAZONE CFP 75 ug 50 Discs
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9109 FOSFOMYGIN (includes G-6-p) FOS 200 ug 250 Discs 914211 STREPTOMYGIN S 300 pg 50 Discs
9109/1 FOSFOMYCIN (includes G-6-p) FOS 200 yg 50 Discs 9143 CEFEPIME+CLAVULANIC ACID FEL 40 pg 250 Discs
9110 TRIMETHOPRIMTM 5ug 250 Discs 9144 Cefoxitin+Cloxacillin FOC 230 pg 250 Discs

91101 TRIMETHOPRIM TM 5 ug 50 Discs 9144/1 Cefoxitin+Cloxacillin FOC 230 pg 50 Discs

o111 FUSIDIC ACID FC 30 ug 250 Discs ores (DDiIZE;'AZIDIMBCLAVULANIC ACID CAL 40 pg 250
CARRTA FUSIDICACIDFC 30pg 50 Discs 9145/1 CEFTAZIDIME+CLAVULANIC ACID CAL 40 pg 50 Discs
o1z CEFPROZIL CPR 30 ug 250 Discs 9146 CLINDAMYCIN CD 10 g 250 Discs

9112/ CEFPROZIL CPR30 g 50 Discs 9146/1 CLINDAMYCIN CD 10 ug 50 Discs

9113 LOMEFLOXACIN LOM 10 pig 250 Discs o147 TIGECYCLIN TGC 1546250 Discs

91131 LOMEFLOXACIN LOM 10 g 50 Discs 91471 TIGEGYGLIN TGG 15 pg_50 Discs

9115 AMPICILLIN AMP 2 g 250 Discs 9148 FLUCYTOSINE AFY 10pg 250 Discs

91157 AMPICILLINAMP 2ug 50 Discs 9148/1 FLUCYTOSINE AFY 10 g 50 Discs

9116 LINCOMYCIN MY 15 pg 250 Discs 9150 SULFADIAZINE SUZ300ug 250 Discs

9116/ LINCOMYCIN MY 1549 S0 Discs 91501 SULFADIAZINE SUZ 300 ug__ 50 Discs

917 NOVOBIOCINNO S pg 250 Discs 9151 AMOXIGILLIN AML 2 ug 250 Discs

EIRVA NOVOBIOCINNO5ug 50 Discs 9151/1 AMOXICILLIN AML 2 yg 50 Discs

9118 RIFAMPICINBD 5 pg 250 Discs 9152 CEFOTAXIME CTX 5 pg 250 Discs

18 RIFAMPICINRD 5ug 50 Discs 915211 CEFOTAXIME GTX 5 pg 50 Discs

9119 METRONIDAZOLE MTZ 50 ug 250 Discs o153 CEFTAZIDIME GAZ 10 19 250 Do

9119/ METRONIDAZOLE MTZ501ug 50 Discs 91531 CEFTAZIDIME GAZ 10 g 50 Discs

9120 POLYMYXIN B PB300 Ul _250 Discs o154 DORIPENEM DOR 10 4g 250 Dioos

91201 POLYMYXIN B PB 300 Ul 50 Discs 91541 DORIPENEM DOR 10 g 50 Discs

9121 FOSFOMYGIN (includes G-6-p) FOS 100 pg 250 Discs o168 LINEZOLID LNZ 10 g 250 Discs

9121/1 FOSFOMYCIN (includes G-6-p) FOS 100 yg 50 Discs 9155/1 LINEZOLID LNZ 10 ug 50 Discs

9122 AMPLICLOX (Ampicillin-Cloxacillin) ACL 30 pg 250 Discs 9156 MEGILLINAM MEC 10 ug 250 Discs

912211 AMPLICLOX (Ampicillin-Cloxacillin) ACL 30 ug 50 Discs 91561 MEGILLINAM MEG 10 pg_50 Discs

9124 GENTAMICINCN 120 g 250 Discs 9157 MUPIROCIN MUP 200 g 250 Discs

912471 GENTAMICINCN 120 ug 50 Discs 915711 MUPIROCIN MUP 200 ug 50 Discs

9125 GENTAMICIN CN 30 g 250 Discs 9158 NITROFURANTOIN F 100 g 250 Discs

9125/1 GENTAMICINCN 30 g 50 Discs 9158/1 NITROFURANTOIN F 100 pg 50 Discs

9126 SULFONAMIDE S3 300 g 250 Discs 9159 PIPERACILLIN PRL 30 ug 250 Discs

9126/1 SULFONAMIDE S3 300 ug 50 .Discs 9159/1 PIPERACILLIN PRL 30 ug 50 Discs

9127 PENICILLING P21U__ 250 Discs 9160 PIPERACILLIN-TAZOBAGTAM TZP 36 ug 250 Discs
91271 PENICILLNG P21U__ 50 Discs 916011 PIPERACILLIN-TAZOBACTAM TZP 36 g 50 Discs
9128 CHLORAMPHENICOL € 10 ug 250 Discs 9161 QUINUPRISTIN-DALFOPRISTIN QDA 15 pg 250 Discs
91281 CHLORAMPHENICOL © 10 19 50 Dises 9161/1 QUINUPRISTIN-DALFOPRISTIN QDA 15 g 50 Discs
9129 SULBACTAM SU 20ug 250 Discs 9162 STREPTOMYCIN S 300 ug 250 Discs

91297 SULBACTAM SU 20g 50 PiSCS 9162/1 STREPTOMYCIN S 300 pg 50 Discs

9130 PENIGILLING P11U 250 Discs 9163 TOBRAMYCIN TOB 30 ug 250 Discs

91307 FENICILLING P11U_ 50 Discs _ 9163/1 TOBRAMYCIN TOB 30 ug 50 Discs

9131 SODIUM FUSIDATE FC 30 250 Discs o164 VANGOMYGIN VA 5 g 250 Discs

9132 SULFAPRIM SXT 509 250 Discs 9164/1 VANCOMYGIN VA5 ug 50 Discs

9132/1 SULFAPRIM SXT 80 ug 50 Discs 9165 CASPOFUNGIN CAS 5 g 250 Discs

9133 AMOXICILLIN AML 10 bg 250 Discs 9165/1 CASPOFUNGIN CAS 5 g 50 Discs

9133/ AMOXICILLIN AML 10 ug 50 Discs 0166 FLUCONAZOLE FLU 254 250 Discs

9134 CEFOTAXIME CTX 75 1ig 250 Discs 9166/1 FLUCONAZOLE FLU 25pg 50 Discs

9134/ CEFOTAXIME CTX 75 ug 50 Discs 9167 POSACONAZOLE POS 5 g 250 Discs

9135 OXACILLIN OX Sug 250 Discs 9167/1 POSACONAZOLE POS 5 g 50 Discs

9135/1 OXACILLIN OX 5Shg 50 Discs 9168 VORICONAZOLE VO 1 pg 250 Discs

9136 LINEZOLID LNZ 30ug 250 Discs 9168/1 VORICONAZOLE VO 1 pg 50 Discs

9136/1 LINEZOLID LNZ 30ug 50 Discs 9169 GATIFLOXACIN GAT 5g 250 Discs

9137 AMPHOTERICIN B AMB 10 pg 250 Discs 91691 GATIFLOXAGIN GAT 5 1g_50 Discs

9137/ AMPHOTERICIN B AMB 10 ug 50 Discs 9170 NETILMIGIN NET 10 g 250 Discs

9139 ITRACONAZOLE ITC 8 1g 250 Discs 91701 NETILMICIN NET 10 ug 50 Discs

9139/ ITRACONAZOLE ITC 8 pg 50 Discs 9171 PHENOXYMETHYLPENICILLIN PV 10 pg 250 Discs
9140 KETOCONAZOLE KCA 15 ug 250 Discs 917111 PHENOXYMETHYLPENICILLIN PV 10 ug 50 Discs
9140/1 KETOCONAZOLE KCA 15 ug 50 Discls 9172 TELITHROMYCIN TEL 15 ug 250 Discs

9141 COLISTIN SULFATE CS 30 U250 Discs po— TELITHROMYGIN TEL 15 g 50 Discs

9141/ COLISTIN SULFATE CS 30 Ul 50 Discs 9173 LORAGARBEF LOR 30 g 250 Discs

9142 STREPTOMYCIN S 300 ug 250 Discs 917311 LORACARBEF LOR 30 pg 50 Discs
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9174 NAFCILLIN NAF 1 ug 250 Discs 91200 DISC DISPENSER 8 CARTRIDGES

9174/1 NAFCILLIN NAF 1 ug 50 Discs 91203 DISC DISPENSER 6 CARTRIDGES

9175 MEROPENEM+CLOXACILLIN MR+CL 250 Discs 92000 AMOX*/SULB 2/1 AXS 0.016-256* 30 MIC Tests

9175/ MEROPENEM+CLOXACILLIN MR+CL 50 Discs 920000 AMOX*/SULB 2/1 AXS 0.016-256* 100 MIC Tests

9176 Meropenem + Phenylboronic acid MR + BO 250 Discs 92001 RIFAMPICIN RD 0.002-32 30 MIC Tests

9176/1 Meropenem + Phenylboronic acid MR + BO 50 Discs 920010 RIFAMPICIN RD 0.002-32 100 MIC Tests

9177 MEROPENEM+DIPICOLINIC ACID MR+DP 250 Discs 920011 RIFAMPICIN RD 0.002-32 10 MIC Tests

917711 MEROPENEM+DIPICOLINIC ACID MR+DP 50 Discs 92002 FUSIDIC ACID FU 0.016-256 30 MIC Tests

9178 Meropenem + EDTA MR + ED 250 Discs 920020 FUSIDIC ACID FU 0.016-256 100 MIC Tests

9178/1 Meropenem + EDTA MR + ED 50 Discs 920021 FUSIDIC ACID FU 0.016-256 10 MIC Tests

9179 AMOXICILLIN AML 25 pg 250 Discs 92003 AMPICILLIN AMP 0.016-256 30 MIC Tests

91791 AMOXICILLIN AML 25 pg 50 Discs 920030 AMPICILLIN AMP 0.016-256 100 MIC Tests

9181 NITROFURANTOIN F50 ug 250 Discs 920031 AMPICILLIN AMP 0.016-256 10 MIC Tests

91811 NITROFURANTOIN F 50 ug 50 Discs 92004 POLYMYXIN B PB 0.064-1024 30 MIC Tests

9182 CEFOTAXIME+CLAVULANIC ACID CTL 40 g 250 Discs 920040 POLYMYXIN B PB 0.064-1024 100 MIC Tests

9182/1 CEFOTAXIME+CLAVULANIC ACID CTL 40 g 50 Discs 920041 POLYMYXIN B PB 0.064-1024 10 MIC Tests

9183 Imipenem + EDTA _IMI + ED 250 Discs 92005 CEFPODOXIME PX 0.016-256 30 MIC Tests

9183/1 Imipenem + EDTA _IMI + ED 50 Discs 920050 CEFPODOXIME PX 0.016-256 100 MIC Tests

9184 COLISTIN SULFATE CS 25 pg 250 Discs 920051 CEFPODOXIME PX 0.016-256 10 MIC Tests

9184/1 COLISTIN SULFATE CS 25 ug 50 Discs 92006 CEFOTAXIME CTX 0.016-256 30 MIC Tests

9185 CEFPIROME CR 30 ug 250 Discs 920060 CEFOTAXIME CTX 0.016-256 100 MIC Tests

9185/1 CEFPIROME CR 30 ug 50 Discs 920061 CEFOTAXIME CTX 0.016-256 10 MIC Tests

9186 TEMOCILLIN TMO 30 ug 250 Discs 92007 CEFOTAXIME CTX 0.002-32 30 MIC Tests

9186/1 TEMOCILLIN TMO 30 g 50 Discs 920070 CEFOTAXIME CTX 0.002-32 100 MIC Tests

9187 Sulfamethoxazole SMX 100 pg 250 Discs 920071 CEFOTAXIME CTX 0.002-32 10 MIC Tests

9187/1 Sulfamethoxazole SMX 100 g 50 Discs 92008 CEFPIROME CR 0.016-256 30 MIC Tests

9188 Metronidazole MTZ 10 ug 250 Discs 920080 CEFPIROME CR 0.016-256 100 MIC Tests

9188/1 Metronidazole MTZ 10 ug 50 Discs 920081 CEFPIROME CR 0.016-256 10 MIC Tests

9189 MUPIROCIN MUP 5 g 250 Discs 92009 GENTAMICIN CN 0.016-256 30 MIC Tests

9190 SSEOFESCDSOX'ME*CLAVULAN'C ACID PXL 11 g 920090 GENTAMICIN CN 0.016-256 100 MIC Tests
CEFPODOXIME+CLAVULANIC ACID PXL 11 ug 920091 GENTAMICIN CN 0.016-256 10 MIC Tests

91901 50 Discs 92010 GENTAMICIN CN 0.064-1024 30 MIC Tests

9191 AMOXICILLIN-CLAVULANIC ACID AUG 3 Mg 250 Discs 920100 GENTAMICIN CN 0.064-1024 100 MIC Tests

919111 AMOXICILLIN-CLAVULANIC ACID AUG 3 pg 50 Discs 920101 GENTAMICIN CN 0.064-1024 10 MIC Tests

9192 ROKITAMYCIN ROK 30 pg 250 Discs 92011 GATIFLOXACIN GAT 0.002-32 30 MIC Tests

9192/1 ROKITAMYCIN ROK 30 g 50 Discs 920110 GATIFLOXACIN GAT 0.002-32 100 MIC Tests

9193 Phenylboronic acid BO 250 Discs 920111 GATIFLOXACIN GAT 0.002-32 10 MIC Tests

9193/1 Phenylboronic acid BO 50 Discs 92012 TEICOPLANIN TEC 0.016-256 30 MIC Tests

9194 DIPICOLINIC ACID DP 250 Discs 920120 TEICOPLANIN TEC 0.016-256 100 MIC Tests

91941 DIPICOLINIC ACID DP_50 Discs 920121 TEICOPLANIN TEC 0.016-256 10 MIC Tests

9195 CEFTAROLINE CPT 5 g 250 Discs 92013 ENROFLOXACIN ENR 0.002-32 30 MIC Tests

91951 CEFTAROLINE CPT 5 g 50 Discs 920130 ENROFLOXACIN ENR 0.002-32 100 MIC Tests

9198 CEFTAROLINE GPT 30 ug 250 Discs 920131 ENROFLOXACIN ENR 0.002-32 10 MIC Tests

9198/1 CEFTAROLINE CPT 30 ug 50 Discs 92014 SPECTINOMYCIN SPC 0.064-1024 30 MIC Tests

9199 ERTAPENEM+CLOXACILLIN ET+CL 250 Discs 920140 SPECTINOMYCIN SPC 0.064-1024 100 MIC Tests

9199/1 ERTAPENEM-+CLOXACILLIN ET+CL 50 Discs 920141 SPECTINOMYCIN SPC 0.064-1024 10 MIC Tests

9201 ORITAVANCIN ORI 25 g 250 Discs 92015 OXACILLIN OX 0.016-256 30 MIC Tests

920111 ORITAVANCIN ORI 25 ug 50 Discs 920150 OXACILLIN OX 0.016-256 100 MIC Tests

9202 Ertapenem+Phenylboronic acid ET+BO 250 Discs 920151 OXACILLIN OX 0.016-256 10 MIC Tests

9202/1 Ertapenem+Phenylboronic acid ET+BO 50 Discs 92016 CEFTIZOXIME CZX 0.016-256 30 MIC Tests

9203 Cefotaxime+Clavulanic acid+Cloxacillin CTLC 250 Discs 920160 CEFTIZOXIME CZX 0.016-256 100 MIC Tests

9203/1 Cefotaxime+Clavulanic acid+Cloxacillin CTLC 50 Discs 920161 CEFTIZOXIME CZX 0.016-256 10 MIC Tests

9204 Ceftazidime+Clavulanic acid+Cloxacillin CALC 250 Discs 92017 MEGCILLINAM MEC 0.002-32 30 MIC Tests

9204/1 Ceftazidime+Clavulanic acid+Cloxacillin CALC 50 Discs 920170 MECILLINAM MEC 0.002-32 100 MIC Tests

9205 Ceftazime-avibactam CZA 50 ug 250 Discs 920171 MECILLINAM MEC 0.002-32 10 MIC Tests

9205/1 Ceftazime-avibactam CZA 50 ug 50 Discs 92018 AMIKACIN AK 0.016-256 30 MIC Tests

9206 Ceftazime-avibactam CZA 14 ug 250 Discs 920180 AMIKACIN AK 0.016-256 100 MIC Tests

9206/1 Ceftazime-avibactam CZA 14 ug 50 Discs 920181 AMIKACIN AK 0.016-256 10 MIC Tests

9207 Ulifloxacin ULI 5 pg 250 Discs 92019 BACITRACIN BA 0.016-256 30 MIC Tests

92071 Ulifloxacin ULI 5 pg 50 Discs 920190 BACITRACIN BA 0.016-256 100 MIC Tests
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920191 BACITRACIN BA 0.016-256 10 MIC Tests 920391 CEPHALOTHIN KF 0.016-256 10 MIC Tests
92020 CEFOTETAN CTT 0.016-256 30 MIC Tests 92040 DORIPENEM DOR 0.002-32 30 MIC Tests
920200 CEFOTETAN CTT 0.016-256 100 MIC Tests 920400 DORIPENEM DOR 0.002-32 100 MIC Tests
920201 CEFOTETAN CTT 0.016-256 10 MIC Tests 920401 DORIPENEM DOR 0.002-32 10 MIC Tests

92021 AMOXICILLIN AML 0.016-256 30 Tests 92041 Pefloxacin PEF 0.016-256 _mg/L 30 MIC Tests
920210 AMOXICILLIN AML 0.016-256 100 MIC Tests 920410 Pefloxacin PEF 0.016-256 _mg/L 100 MIC Tests
920211 AMOXICILLIN AML 0.016-256 10 MIC Tests 920411 Pefloxacin PEF 0.016-256 _mg/L 10 MIC Tests
92022 NITROFURANTOIN F 0.032-512 30 MIC Tests 92042 CEFTRIAXONE CRO 0.016-256 30 MIC Tests
920220 NITROFURANTOIN F 0.032-512 100 MIC Tests 920420 CEFTRIAXONE CRO 0.016-256 100 MIC Tests
920221 NITROFURANTOIN F 0.032-512 10 MIC Tests 920421 CEFTRIAXONE CRO 0.016-256 10 MIC Tests
92023 CEFOB*/SULB 2/1 CPS 0.016-256* 30 MIC Tests 92043 CEFTRIAXONE CRO 0.002-32 30 MIC Tests
920230 CEFOB*/SULB 2/1 CPS 0.016-256* 100 MIC Tests 920430 CEFTRIAXONE CRO 0.002-32 100 MIC Tests
920231 CEFOB*/SULB 2/1 CPS 0.016-256* 10 MIC Tests 920431 CEFTRIAXONE CRO 0.002-32 10 MIC Tests
92024 AMOX*/CLAV 2/1 AMG 0.016-256" 30 MIC Tests 92044 CLOXACILLIN CX 0.016-256 30 MIC Tests
920240 AMOX*/CLAV 2/1 AMG 0.016-256" 100 MIC Tests 920440 CLOXACILLIN CX 0.016-256 100 MIC Tests
920241 AMOX*/CLAV 2/1 AMG 0.016-256* 10 MIC Tests 920441 CLOXACILLIN CX 0.016-256 10 MIC Tests
92025 RIFAMPICIN RD 0.016-256 30 MIC Tests 92045 CIPROFLOXACIN CIP 0.002-32 30 MIC Tests
920250 RIFAMPICIN RD 0.016-256 100 MIC Tests 920450 CIPROFLOXACIN CIP 0.002-32 100 MIC Tests
920251 RIFAMPICIN RD 0.016-256 10 MIC Tests 920451 CIPROFLOXACIN CIP 0.002-32 10 MIC Tests
92026 QUIN-DALFOPRIST QDA 0.002-32 30 MIC Tests 92046 SPIRAMYCIN SP 0.002-32 30 MIC Tests

920260 QUIN-DALFOPRIST QDA 0.002-32 100 MIC Tests 920460 SPIRAMYCIN SP 0.002-32 100 MIC Tests
920261 QUIN-DALFOPRIST QDA 0.002-32 10 MIC Tests 920461 SPIRAMYCIN SP 0.002-32 10 MIC Tests

92027 AMPIC*/SULB 2/1 AMS 0.016-256* 30 MIC Tests 92048 CLARITHROMYCIN CLR 0.016-256 30 MIC Tests
920270 AMPIC*/SULB 2/1 AMS 0.016-256* 100 MIC Tests 920480 CLARITHROMYCIN CLR 0.016-256 100 MIC Tests
920271 AMPIC*/SULB 2/1 AMS 0.016-256* 10 MIC Tests 920481 CLARITHROMYCIN CLR 0.016-256 10 MIC Tests
92028 SULBACTAM SUL 0.016-256 30 MIC Tests 92049 CEFTAROLINE CPT 0.016-256 30 MIC Test
920280 SULBACTAM SUL 0.016-256 100 MIC Tests 920490 CEFTAROLINE CPT 0.016-256 100 MIC Test
920281 SULBACTAM SUL 0.016-256 10 MIC Tests 920491 CEFTAROLINE CPT 0.016-256 10 MIC Test
92029 TEMOCILLIN TMO 0.064-1024 30 MIC Tests 92050 FOSMIDOMYCIN FOM 0.016-256 30 MIC Tests
920290 TEMOCILLIN TMO 0.064-1024 100 MIC Tests 920500 FOSMIDOMYCIN FOM 0.016-256 100 MIC Tests
920291 TEMOCILLIN TMO 0.064-1024 10 MIC Tests 920501 FOSMIDOMYCIN FOM 0.016-256 10 MIC Tests
92030 AZITHROMYCIN AZM 0.016-256 30 MIC Tests 92051 ERYTHROMYCIN E 0.016-256 30 MIC Tests
920300 AZITHROMYCIN AZM 0.016-256 100 MIC Tests 920510 ERYTHROMYCIN E 0.016-256 100 MIC Tests
920301 AZITHROMYCIN AZM 0.016-256 10 MIC Tests 920511 ERYTHROMYCIN E 0.016-256 10 MIC Tests
92031 SULFAMETOXAZOLE SMX 0.064-1024 30 MIC Tests 92052 TELAVANCIN TLV 0.002-32 30 MIC Tests
920310 SULFAMETOXAZOLE SMX 0.064-1024 100 MIC Tests 920520 TELAVANCIN TLV 0.002-32 100 MIC Tests
920311 SULFAMETOXAZOLE SMX 0.064-1024 10 MIC Tests 920521 TELAVANCIN TLV 0.002-32 10 MIC Tests
92032 MINOCYCLINE MN 0.016-256 30 MIC Tests 92053 TELAVANCIN TLV 0.016-256 30 MIC Tests
920320 MINOCYCLINE MN 0.016-256 100 MIC Tests 920530 TELAVANCIN TLV 0.016-256 100 MIC Tests
920321 MINOCYCLINE MN 0.016-256 10 MIC Tests 920531 TELAVANCIN TLV 0.016-256 10 MIC Tests
92033 AZTREONAM ATM 0.016-256 30 MIC Tests 92054 IMIPENEM IMI 0.002-32 30 MIC Tests

920330 AZTREONAM ATM 0.016-256 100 MIC Tests 920540 IMIPENEM IMI 0.002-32 100 MIC Tests

920331 AZTREONAM ATM 0.016-256 10 MIC Tests 920541 IMIPENEM IMI 0.002-32 10 MIC Tests

92034 KANAMYCIN K 0.016-256 30 MIC Tests 92056 Ceftaroline CPT 0.002-32 30 MIC Tests

920340 KANAMYCIN K 0.016-256 100 MIC Tests 920560 Ceftaroline CPT 0.002-32 100 MIC Tests

920341 KANAMYCIN K 0.016-256 10 MIC Tests 920561 Ceftaroline CPT 0.002-32 10 MIC Tests

92035 GEMIFLOXACIN GEM 0.002-32 30 MIC Tests 92057 VANCOMYCIN VA 0.016-256 30 MIC Tests
920350 GEMIFLOXACIN GEM 0.002-32 100 MIC Tests 920570 VANCOMYCIN VA 0.016-256 100 MIC Tests
920351 GEMIFLOXACIN GEM 0.002-32 10 MIC Tests 920571 VANCOMYCIN VA 0.016-256 10 MIC Tests
92036 CEFACLOR CEC 0,016-256 30 MIC Tests 92058 CEFTIBUTEN CTB 0.002-32 30 MIC Tests
920360 CEFACLOR CEC 0,016-256 100 MIC Tests 920580 CEFTIBUTEN CTB 0.002-32 100 MIC Tests
920361 CEFACLOR CEC 0,016-256 10 MIC Tests 920581 CEFTIBUTEN CTB 0.002-32 10 MIC Tests

92037 TRIMETHOPRIM TM 0.002-32 30 MIC Tests 92060 CEFIXIME CFM 0,016-256 30 MIC Tests
920370 TRIMETHOPRIM TM 0.002-32 100 MIC Tests 920600 CEFIXIME CFM 0,016-256 100 MIC Tests
920371 TRIMETHOPRIM TM 0.002-32 10 MIC Tests 920601 CEFIXIME CFM 0,016-256 10 MIC Tests

92038 MUPIROCIN MUP 0.064-1024 30 MIC Tests 92066 CEFOXITIN FOX 0.016-256 30 MIC Tests
920380 MUPIROCIN MUP 0.064-1024 100 MIC Tests 920660 CEFOXITIN FOX 0.016-256 100 MIC Tests
920381 MUPIROCIN MUP 0.064-1024 10 MIC Tests 920661 CEFOXITIN FOX 0.016-256 10 MIC Tests

92039 CEPHALOTHIN KF 0.016-256 30 MIC Tests 92072 CLINDAMYCIN CD 0.016-256 30 MIC Tests
920390 CEPHALOTHIN KF 0.016-256 100 MIC Tests 920720 CLINDAMYCIN CD 0.016-256 100 MIC Tests
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920721 CLINDAMYCIN CD 0.016-256 10 MIC Tests 921211 TOBRAMYCIN TOB 0,016-256 10 Tests
92075 CHLORAMPHENICOL C 0,016-256 30 MIC Tests 92123 TRIM*/SULFAM SXT 0,002-32 30 MIC Tests
920750 CHLORAMPHENICOL C 0,016-256 100 MIC Tests 921230 TRIM*/SULFAM SXT 0,002-32 100 MIC Tests
920751 CHLORAMPHENICOL C 0,016-256 10 MIC Tests 921231 TRIM*/SULFAM SXT 0,002-32 10 MIC Tests
92078 FOSFOMYCIN FOS 0,016-256 30 MIC Tests 92126 CEFEPIME FEP 0.016-256 30 MIC Tests
920780 FOSFOMYCIN FOS 0,016-256 100 MIC Tests 921260 CEFEPIME FEP 0.016-256 100 MIC Tests
920781 FOSFOMYCIN FOS 0,016-256 10 MIC Tests 921261 CEFEPIME FEP 0.016-256 10 MIC Tests
92079 FOSFOMYGIN FOS 0,064-1024 30 MIC Tests 92127 CEFEPIME FEP 0.002-32 ug/ml 30 MIC Tests
920790 FOSFOMYGIN FOS 0,064-1024 100 MIC Tests 921270 CEFEPIME FEP 0.002-32 ug/ml_100 MIC Tests
920791 FOSFOMYGIN FOS 0,064-1024 10 MIC Tests 921271 CEFEPIME FEP 0.002-32 ug/ml_10 MIC Tests
92081 LEVOFLOXACIN LEV 0.002-32 30 MIC Tests 92129 CEFUROXIME CXM 0.016-256 30 MIC Tests
920810 LEVOFLOXACIN LEV 0.002-32 100 MIC Tests 921290 CEFUROXIME CXM 0.016-256 100 MIC Tests
920811 LEVOFLOXACIN LEV 0.002-32 10 MIC Tests 921291 CEFUROXIME CXM 0.016-256 10 MIC Tests
92084 MEROPENEM MRP 0.002-32 30 MIC Tests 92132 NALIDIXIC ACID NA 0,016-256 30 MIC Tests
920840 MEROPENEM MRP 0.002-32 100 MIC Tests 921320 NALIDIXIC ACID NA 0,016-256 100 MIC Tests
920841 MEROPENEM MRP 0.002-32 10 MIC Tests 921321 NALIDIXIC ACID NA 0,016-256 10 MIC Tests
92087 METRONIDAZOLE MTZ 0.016-256 30 MIC Tests 92135 LINEZOLID LNZ 0.016-256 30 MIC Tests
920870 METRONIDAZOLE MTZ 0.016-256 100 MIC Tests 921350 LINEZOLID LNZ 0.016-256_100 MIC Tests
920871 METRONIDAZOLE MTZ 0.016-256 10 MIC Tests 921351 LINEZOLID LNZ 0.016-256 10 MIC Tests
92090 MOXIFLOXAGIN MXF 0,002-32 30 MIC Tests 92136 TEDIZOLID TZD 0.002-32 30 MIC Tests
920900 MOXIFLOXACIN MXF 0,002-32 100 MIC Tests 921360 TEDIZOLID TZD 0.002-32 100 MIC Tests
920901 MOXIFLOXAGIN MXF 0,002-32 10 MIC Tests 921361 TEDIZOLID TZD 0.002-32 10 MIC Tests
92093 NETILMICIN NET 0.016-256 30 MIC Tests 92137 Dalbavancin DAL 0.002-32 30 MIC Tests
920930 NETILMICIN NET 0.016-256 100 MIC Tests 921370 Dalbavancin DAL 0.002-32 100 MIC Tests
920931 NETILMICIN NET 0.016-256 10 MIC Tests 921371 Dalbavancin DAL 0.002-32 10 MIC Tests
92096 NORFLOXACIN NOR 0.016-256 30 MIC Tests 92138 CEFTAZIDIME CAZ 0.016-256 30 MIC Tests
920960 NORFLOXACIN NOR 0.016-256 100 MIC Tests 921380 CEFTAZIDIME CAZ 0.016-256 100 MIC Tests
920961 NORFLOXACIN NOR 0.016-256 10 MIC Tests 921381 CEFTAZIDIME CAZ 0.016-256 10 MIC Tests
92099 OFLOXACIN OFX 0.002-32 30 MIC Tests 92140 Ceftobiprole BPR 0.002-32 mg/L 30 MIC Tests
920990 OFLOXACIN OFX 0.002-32 100 MIC Tests 921400 Ceftobiprole BPR 0.002-32_mg/L 100 MIC Tests
920991 OFLOXAGCIN OFX 0.002-32 10 MIC Tests 921401 Ceftobiprole BPR 0.002-32_ mg/L 10 MIC Tests
92102 PENICILLIN G P 0.016-256 30 MIC Tests 92141 COLISTIN CS 0.016-256 30 MIC Tests
921020 PENICILLIN G P 0.016-256 100 MIC Tests 921410 COLISTIN CS 0.016-256 100 MIC Tests
921021 PENICILLIN G P 0.016-256 10 MIC Tests 921411 COLISTIN CS 0.016-256 10 MIC Tests
92103 PENICILLIN G P 0.002-32 30 MIC Tests 92142 COLISTIN CS 0.064-1024 30 MIC Tests
921030 PENICILLIN G P 0.002-32 100 MIC Tests 921420 COLISTIN CS 0.064-1024 100 MIC Tests
921031 PENICILLIN G P 0.002-32 10 MIC Tests 921421 COLISTIN CS 0.064-1024 10 MIC Tests
92105 PIPERACILLIN PIP 0.016-256 30 MIC Tests 92144 TIGECYCLIN TGC 0.016-256 30 MIC Tests
921050 PIPERACILLIN PIP 0.016-256 100 MIC Tests 921440 TIGECYCLIN TGC 0.016-256 100 MIC Tests
921051 PIPERACILLIN PIP 0.016-256 10 MIC Tests 921441 TIGECYCLIN TGC 0.016-256 10 MIC Tests
92108 PIPERAC*/TAZOB TZP 0.016-256* 30 MIC Tests 92145 DAPTOMYCIN DAP 0.016-256 30 MIC Tests
921080 PIPERAC*/TAZOB TZP 0.016-256* 100 MIC Tests 921450 DAPTOMYCIN DAP 0.016-256 100 MIC Tests
921081 PIPERAC*/TAZOB TZP 0.016-256* 10 MIC Tests 921451 DAPTOMYCIN DAP 0.016-256 10 MIC Tests
92111 STREPTOMYCIN S 0.064-1024 30 Tests Ceftolozane*-tazobactam C/T 0.016-256* mg/L
92146 30 MIC Tests

921110 STREPTOMYCIN S 0.064-1024 100 MIC Tests Ceftolozane*-tazobactam C/T 0.016-256* mg/L
921111 STREPTOMYGCIN S 0.064-1024 10 MIC Tests 921460 100 MIC Tests

, Ceftolozane*-tazobactam C/T 0.016-256* mg/L
92112 Streptomycin S 0.016-256 mg/L 30 Tests 921461 10 MIC Tests
921120 Streptomycin S 0.016-256 mg/L 100 MIC Tests 92147 FLUCONAZOLE FLU 0.016-256 30 MIC Tests
921121 Streptomycin S 0.016-256 mg/L 10 MIC Tests 921470 FLUCONAZOLE FLU 0.016-256 100 MIC Tests
92114 TETRACYCLINE TE 0.016-25 30 MIC Tests 921471 FLUCONAZOLE FLU 0.016-256 10 MIC Tests
921140 TETRACYCLINE TE 0.016-25 100 MIC Tests 92148 ITRACONAZOLE ITC 0.002-32 30 MIC Tests
921141 TETRACYCLINE TE 0.016-25 10 MIC Tests 921480 ITRACONAZOLE ITC 0.002-32 100 MIC Tests
92117 TICARC"/CLAV TTC 0,016-256" 30MICTests 921481 ITRACONAZOLE ITC 0.002-32 10 MIC Tests
921170 TICARC*/CLAV TTC 0,016-256* 100 MIC Test 92149 FLUCYTOSIN FC 0.002-32 30 MIC Tests
921171 TICARC*/CLAV TTC 0,016-256" 10 MIC Test 921490 FLUCYTOSIN FC 0.002-32 100 MIC Tests
92120 TOBRAMYCIN TOB 0,064-1024 30 MIC Tests 921491 FLUCYTOSIN FC 0.002-32 10 MIC Tests
921200 TOBRAMYCIN TOB 0,064-1 024 100 MIC Tests 92150 VORICONAZOLE VO 0.002-32 30 MIC Tests
921201 TOBRAMYCIN TOB 0.064-1024 10 MIC Tests 921500 VORICONAZOLE VO 0.002-32 100 MIC Tests
92121 TOBRAMYCIN TOB 0,016-256 30 Tests 921501 VORICONAZOLE VO 0.002-32 10 _MIC Tests
921210 TOBRAMYCIN TOB 0,016-256 100 Tests 92151 KETOCONAZOLE KE 0.002-32 30 MIC Tests
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921510 KETOCONAZOLE KE 0.002-32 100 MIC Tests 92170 ETHAMBUTOL EB 0.016-256 30 MIC Tests
921511 KETOCONAZOLE KE 0.002-32 10 MIC Tests 921700 ETHAMBUTOL EB 0.016-256 100 MIC Tests
92152 POSACONAZOLE POS 0,002-32 30 MIC Tests 921701 ETHAMBUTOL EB 0.016-256 10 MIC Tests
921520 POSACONAZOLE POS 0,002-32 100 MIC Tests 92171 ISONIAZIDE 1Z 0.016-256 30 MIC Tests
921521 POSACONAZOLE POS 0,002-32 10 MIC Tests 921710 ISONIAZIDE 1Z 0.016-256 100 MIC Tests
92153 AMPHOTERICIN B AMB 0,002-32 30 MIC Tests 921711 ISONIAZIDE 1Z 0.016-256 10 MIC Tests
921530 AMPHOTERICIN B AMB 0,002-32 100 MIC Tests 92172 ETHIONAMIDE ET 0.016-256 30 MIC Tests
921531 AMPHOTERICIN B AMB 0,002-32 10 MIC Tests 921720 ETHIONAMIDE ET 0.016-256 100 MIC Tests
92154 CASPOFUNGIN CAS 0,002-32 30 MIC Tests 921721 ETHIONAMIDE ET 0.016-256 10 MIC Tests
921540 CASPOFUNGIN CAS 0,002-32 100 MIC Tests 92173 AZTREONAM ATM 0.064-1024 30 MIC Tests
921541 CASPOFUNGIN CAS 0,002-32 10 MIC Tests 921730 AZTREONAM ATM 0.064-1024 100 MIC Tests
92155 ANIDULAFUNGIN AND 0.002-32 30 MIC Tests 921731 AZTREONAM ATM 0.064-1024 10 MIC Tests
921550 ANIDULAFUNGIN AND 0.002-32 100 MIC Tests 92174 CEFAZOLIN KZ 0.016-256 30 MIC Tests
921551 ANIDULAFUNGIN AND 0.002-32 10 MIC Tests 921740 CEFAZOLIN KZ 0.016-256 100 MIC Tests
92156 DOXYCYCLINE DXT 0,016-256 30 MIC Tests 921741 CEFAZOLIN KZ 0.016-256 10 MIC Tests
921560 DOXYCYGLINE DXT 0,016-256 100 MIC Tests 92180 AMOX*/CLAV 2 pg/mL AMC 0.016-256* 30 MIC Tests
921561 DOXYCYCLINE DXT 0,016-256 10 MIC Tests 921800 AMOX*/CLAV 2 pg/mL AMC 0.016-256* 100 MIC Tests
92157 ERTAPENEM ETP 0,002-32 30 MIC Tests 921801 AMOX*/CLAV 2 pg/mL AMC 0.016-256* 10 MIC Tests
921570 ERTAPENEM ETP 0,002-32 100 MIC Tests 92181 AMPIC*/SULB 4 pg/mL SAM 0.016-256* 30 MIC Tests
921571 ERTAPENEM ETP 0,002-32 10 MIC Tests 921810 AMPIG*/SULB 4 pug/mLSAM 0.016-256* 100 MIC Tests
92159 CEFTAZ/CEFTAZ+CLAV. CAZ/CAL MIC 30 Tests 921811 AMPIC*/SULB 4 pg/mL SAM 0.016-256* 10 MIC Tests
921590 CEFTAZ/CEFTAZ+CLAV. CAZ/CAL MIC 100 Tests 92182 MICAFUNGIN MYC 0,002-32 30 MIC Tests
921591 CEFTAZ/CEFTAZ+GCLAV. CAZ/CAL MIC 10 Tests 921820 MICAFUNGIN MYC 0,002-32 100 MIC Tests
92160 CEFOT./CEFOT.+ CLAV. CTX/CTL 30 MIC Tests 921821 MICAFUNGIN MYC 0,002-32 10 MIC Tests
921600 CEFOT./CEFOT.+ CLAV. CTX/CTL 100 MIC Tests 92183 Ticarcillin TC 0.016-256 mg/L 30 MIC Tests
921601 CEFOT./CEFOT.+ CLAV. CTX/CTL 10 MIC Tests 921830 Ticarcillin TC 0.016-256 mg/L 100 MIC Tests
92161 CEFEP./CEFEP.+CLAV. FEP/FEL 30 MIC Tests 921831 Ticarcillin TC 0.016-256 mg/L 10 MIC Tests
921610 CEFEP./CEFEP.+CLAV. FEP/FEL 100 MIC Tests 92184 Isavuconazole IVU 0.002-32 mg/L 30 MIC Tests
921611 CEFEP./CEFEP.+CLAV. FEP/FEL 10 MIC Tests 921840 Isavuconazole IVU 0.002-32 mg/L 100 MIC Tests
92162 IMIPEN./IMIP.+ EDTA IMI/IMD 30 MIC Tests 921841 Isavuconazole IVU 0.002-32 mg/L 10 MIC Tests
921620 IMIPEN./IMIP.+ EDTA IMI/IMD 100 MIC Tests 92200 Tiamulin TIA 0.002-32 30 MIC Tests
921621 IMIPEN./IMIP.+ EDTA IMI/IMD 10 MIC Tests 922000 Tiamulin TIA 0.002-32 100 MIC Tests
92163 VANCOM/TEICOPLANINA VA/TEC 30 MIC Tests 922001 Tiamulin TIA 0.002-32 10 MIC Tests
921630 VANCOM/TEICOPLANINA VA/TEC 100 MIC Tests 92201 TILMICOSIN TIL 0.002-32 30 MIC Tests
921631 VANCOM/TEICOPLANINA VA/TEC 10 MIC Tests 922010 TILMICOSIN TIL 0.002-32 100 MIC Tests
o164 ?eESFtST/CEFOTJfC'-OX CTT/CXT0,5-32/0,5-32 30 MIC 922011 TILMICOSIN TIL 0.002-32 10 MIC Tests
CEFOT/CEFOT+CLOX CTT/CXT 0,5-32/0,5-32 100 MIC 93001 EASY RID h-lgG
921640 Tests 93002 EASY RID h-IgA
CEFOT/CEFOT+CLOX CTT/CXT 0,5-32/0,5-32 10 MIC
921641 Tests 93003 EASY RID h-IlgM
MEROPENEM/MEROPENEM + EDTA MRP/MRD 0.125- 93004 EASY RID h-C3c
92165 8/0.032-2 pg/ml 30 MIC Tests
MEROPENEM/MEROPENEM + EDTA MRP/MRD 0.125- 93005 EASY RID h-C4
921650 8/0.032-2 ug/ml 100 MIC Tests 93006 EASY RID h-Transferrin
MEROPENEM/MEROPENEM + EDTA MRP/MRD 0.125- i .
921651 | 8/0.032-2 ug/ml 10 MIG Tests 93007 EASY RID h-Albumin_
IMIPEN/IMIP+EDTA IMI/IMD 0.125-8/0.032-2 30 MIC 93008 EASY RID h-Apolipoprotein A1
92166 Tests 93009 EASY RID h-Apolipoprotein B
IMIPEN/IMIP+EDTA IMI/IMD 0.125-8/0.032-2 100 MIC — -
921660 Tests 93010 EASY RID h-Alfa 1 Acid Glicoprotein
IMIPEN/IMIP+EDTA IMI/IMD 0.125-8/0.032-2 10 MIC 93011 EASY RID h-Fibrinogen
921661 Tests 93012 EASY RID h-Antitrombin Il
MEROPENEM / MEROPENEM + PHENYLBORONIC -Antitrombin
92167 ACID MRP/MBO 0.125-8/0.032-2 30 MIC Tests 93013 EASY RID h-Ig Light Chain K
MEROPENEM / MEROPENEM + PHENYLBORONIC Y .
921670 | ACID MRP/MBO 0.125-8/0.032-2 100 MIC Tests 93014 EASY RID f-lg Light Chain Lambda
MEROPENEM / MEROPENEM + PHENYLBORONIC 93015 Anti h-alfa 1 Antitrypsin
921671 ACID MRP/MBO 0.125-8/0.032-2 10 MIC Tests 93016 Anti h-Ceruloplasmin
ERTAPENEM/ ERTAPENEM + PHENYLBORONIC : >
92168 ACID ETP/EBO_ 0.125-8 / 0.032-2 30 MIC Tests 93018 Anti h-Haptoglobin
ERTAPENEM/ ERTAPENEM + PHENYLBORONIC 93104 Multiplate h-lgG/IgA/igM
921680 ACID ETP/EBO _ 0.125-8/0.032-2 100 MIC Tests
ERTAPENEM/ ERTAPENEM + PHENYLBORONIC 93106 MULTIFLATE h-G3c/C4
921681 ACID ETP/EBO 0.125-8 / 0.032-2 10 MIC Tests 93110 MULTIPLATE h-Apo A1/Apo B
ERTAP/ERTAP+CLOXACILLIN ETP/ECX 0.125-8/0.032- i - .
92169 230 MIC Tests 93115 MULTIPLATE h-Kappa Chain/Lambda Chain
ERTAP/ERTAP+CLOXACILLIN ETP/ECX 0.125-8/0.032- 93201 BENCE JONES TEST
921690 2 100 MIC Tests 940010 RID CONTROL SERUM
ERTAP/ERTAP+CLOXACILLIN ETP/ECX 0.125-8/0.032- -
921691 2 10 MIC Tests 9501 OPTOCHINE OPT 100 Discs
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9502 Bacitracin Test 100 Discs 96021 SALMONELLA PARATYPHI C TOTALE 20 ml
9503 X FACTOR TEST 100 Discs 96022 BRUCELLA MELITENSIS 20 ml

9504 V FACTOR TEST 100 Discs 96023 BRUCELLA SUIS 20 ml

9505 V+X FACTOR TEST 100 Discs 96031 SALMONELLA TYPHI H SLIDE 5 m

9508 METRONIDAZOLE TEST 100 Discs 96032 SALMONELLA TYPHI O SLIDE 5 ml

9511 SULPHONAMIDE TEST 100 Discs 96033 SALMONELLA TYPHI TOTALE 5 mi SLIDE

95200 ANAEROBES 96034 SALMONELLA PARATYPHI AH SLIDE 5 m
95210 ENTEROCOCCI 96035 SALMONELLA PARATYPHI AO 5 ml SLIDE
95220 ENTEROBAGTERIA 1 96036 SALMONELLA PARATYPHI A TOTALE 5ml SLIDE
95230 ENTEROBACTERIA URINE 96037 SALMONELLA PARATYPHI BH 5 ml SLIDE
95240 ENTEROBACTERIA 2 96038 SALMONELLA PARATYPHI BO 5 ml SLIDE
95250 PSEUDOMONAS 96039 SALMONELLA PARATYPHI B TOTALE 5ml SLIDE
95260 STAPH 96040 SALMONELLA PARATYPHI CH 5 ml SLIDE
95270 ACINETOBACTER 96041 SALMONELLA PARATYPHI CO 5 ml SLIDE
95280 YEASTS 96042 SALMONELLA PARATYPHI G TOTALE 5 ml SLIDE
95290 Strepto 96043 BRUCELLA TOTALE SLIDE 5ml SLIDE

95380 ENTEROBACTERIA 96044 BRUCELLA ABORTUS 5 ml SLIDE

95390 PSEUDOMONAS ACINETOBACTER 96045 BRUCELLA MELITENSIS _ SLIDE 5 ml

95400 ENTEROCOCCI 96046 BRUCELLA BENGAL ROSE _ SLIDE 5 ml

95410 ANAEROBES 96047 PROTEUS OX2 5 ml SLIDE

95420 STAPH/STREP 96048 PROTEUS OX19 5 ml SLIDE

95430 ENTEROBACTERIA URINE 96049 PROTEUS OXK 5 ml SLIDE

95440 EQ“TAERL(E)BACTER'A FROM URINE AND OTHER 96093 CONTROLLO NEGATIVO/NEGATIVE GONTROL 0.5m|
95500 VEASTS 96096 POSITIVE CONTROL FOR SALMONELLA 0.5m
o555 T HAEMOPHILUS 96097 POSITIVE GONTROL FOR PROTEUS 0.5ml

o562 URIN.2 96098 POSITIVE CONTROL FOR BRUGELLA 0.5ml
9563 MICE 96142 Legionella Latex Kit

o564 KGL | (Gram  v6) 1 x 100 Tost 96143 CAMPYLOBAGTER LATEX KIT

o565 KGL 1l (Gram - ve) 1 x 100 Test 96144 CLOSTRIDIUM DIFFICILE LATEX KIT

9566 KGL 1 100 Toct 96148 SHIGELLA ANTISERUM

o567 MULTODISC A 96150 E. COLI 0157 LATEX KIT

9568 MULTODISG B 96151 SALMONELLA LATEX KIT

9569 MULTODISG G 96153 STREPTO B LATEXKIT

0570 MULTODISG b 96154 STREPTO A LATEXKIT

9571 MULTODISC A (100 Pz) (Tender106/2003) 96155 BENCE JONES LATEXTEST

9573 MULTODISG C (100 Pz) (Tender106/2003) 96316 Clostridium difficile GDH Card

0574 MULTODISC D (100 Pz) (Tender106/2003) 96317 Clostridium Difficile Toxin A+B Card

9575 URINE RING (Tender238/2006) 96318 Giardia Card

9576 PSEUDOMONAS RING (Tender238/2006) 96319 Listeria Monocytogenes Card

9577 GRAM NEGATIVE RING (Tender238/2006) 96320 Saimonella Ag Card

9578 GRAM POSITIVE RING (Tender238/2006) 96321 ©157 E coli Card

96001 SALMONELLA TYPHIH 20 m 96401 ONE STEP AMP DRMG SCREEN 20 CARDS
96002 SALMONELLATYPHIO 20 mi 96404 ONE STEP COC DRMG SCREEN

E e anosnn____
96004 SALMONELLA PARATYPHI AO 20 ml ONE STEP BRUPRENORPHINE DRMG SCREEN 20
96005 SALMONELLA PARATYPHI BH 20 ml 96411 CARDS

96006 SALMONELLA PARATYPHI BO 20 ml 96415/20 | FECAL OCCULT BLOOD GARD

96007 BRUCELLA TOTALE 20 ml 96418 STREPTO A CARD 30 CARDS

96008 BRUCELLA ABORTUS 20 ml 96441 Gonorrea Ag Card

96009 SALMONELLA TYPHI TOTALE 20 ml_CE 96442 Gardnerella Vaginalis Card

96010 SALMONELLA PARATYPHI A TOTALE 20 ml 96443 Trichomonas Vaginalis Card

96011 PROTEUS OX2 20 ml 96444 B.J. Free Kappa/Lambda Dipstick

96012 PROTEUS OXK 20 ml 96455 H.PYLORI CARD 20 GARD

96013 PROTEUS OX19 20 ml 96460 HCG URINE/SERUM CARD 50 CARD

96015 FEBRILE MULTITEST KIT 96461 HCG URINE/SERUM CARD 100 CARD

96016 STREP-CHECK KIT 96462 MICROALBUMIN CARD URINE _ 20 Cards
96017 STAPH LATEXKIT 96465 AFP -ALFA FETO CARD 20 CARDS

96018 SALMONELLA PARATYPHI B TOTALE 20 m 96468 TUBERCOLOSI GARD 20 CARDS

96019 SALMONELLA PARATYPHI CH 20 ml 96480 IgE TOTAL CARD

96020 SALMONELLA PARATYPHI CO 20 m 96485 CEA CARD 20 Cards
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96487 MYOGLOBIN 97800 ROTASTICK ONE STEP KIT 20 Tests

96488 TROPONIN 20 CARDS 97801 RSV STICK ONE STEP 20 Tests

96490 FERRITIN CARD 97802 ROTA/ADENO COMBI STICK ONE STEP 20 Tests
96495 SIFILIDE CARD 20 CARDS 97803 H.PYLORI FECAL Ag ONE STEP 20 Tests

96498 IM MONONUCLEOSIS INFECTION 20 CARDS 97805 STREP B STICK ONE STEP ASSAY 20 Tests
96590 URINE STRIP 97807 ADENOSTICK ONE STEP ASSAY 20 Tests

96900 GIOTTO READER 9999 Blank Discs

96909 BIOMIC V3 99003 KPC&MBL disc kit (acc. to EUCAST)

96914 BIOMIC V3 AST 99004 ESBL disc kit (acc. to EUCAST)

96915 BIOMIC V3 ID 99005 ESBL disc kit (acc. to CLSI)

96916 BIOMIC V3 CC 99006 ESBL (Chromos. Ind. AmpC) disc kit (acc. to EUCAST)
96919 AST Software 99007 KPC&MBL&OXA-48 disc kit (acc. to EUCAST)
96931 ID Software 99008 ESBL+AmpC screen disc kit

96932 CC Software 99009 AmpC disc kit

96933 Micropiastre 96 pozzetti Software

Direttore Tecnico/ Technical Director

Dr.Silvio Brocco

_, =
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ZERTIFIKAT ¢ CERTIFICATE ¢

talia

CERTIFICATO

Nr. 50 100 11497 - Rev. 003

Si attesta che / This Is to certify that

IL SISTEMA QUALITA DI
THE QUALITY SYSTEM OF

LIOFILCHEM S.r.l.

SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE:

VIA SCOZIA SNC - ZONA INDUSTRIALE
1-64026 ROSETO DEGLI ABRUZZI (TE)

SEDE OPERATIVA:
OPERATIONAL SITE:

CONTRADA PIANE VOMANO - TRAVERSA DI VIA GRECIA
1-64026 ROSETO DEGLI ABRUZZI (TE)

E CONFORME Al REQUISITI DELLA NORMA
HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS OF

UNI EN ISO 9001:2015

QUESTO CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO DI APPLICAZIONE
THIS CERTIFICATE IS VALID FOR THE FOLLOWING SCOPE

Progettazione e sviluppo, produzione e commercializzazione di
dispositivi medico diagnostici in-vitro: terreni di coltura per
batteriologia, sistemi di identificazione e antibiogramma, kit per la
determinazione di plasmaproteine (IAF 12, 29)

Design and development, production and sale of in-vitro diagnostic
medical devices: culture media for bacteriology, identification and
susceptibility testing systems, kits for plasma protein determination

(IAF 12, 29)
Per 'Organismo di Certificazione Validita /Validity
ACC RE D IA & For the Certification Body — s
CENTE TAUANO DIACCREDTAMENTO__ ~ TOV Italia S.r.l. Dal / From: 2019-02-11
SGW N 049A Al/ To: 2022-02-10
Membro degli Accordi di Mutuo Riconoscimento
EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual
Recognition Agreements Q _ _ _
L. LJ« ___________________________________________ >Q__.. Daaemissione/lssuing bate
Andrea Coscla 2019-02-11

Direttore Divisione Business Assurance

PRIMA CERTIFICAZIONE / FIRST CERTIFICATION: 2012-09-25

“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
GESTIONE AZIENDALE CON PERIODICITA TRIENNALE”

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS”

TUV Italia S.r.l.  Gruppo TUV SUD e Via Carducci 125, Pal. 23 « 20099 Sesto San Giovanni (M) e Italia ® www.tuv.it

TUV®
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ZERTIFIKAT ¢ CERTIFICATE # :

CERTIFICATO
N° Q5 071067 0006 Rev. 00

Titolare del certificato: Liofilchem S.r.l.
Via Scozia

64026 Roseto degli Abruzzi (TE)
ITALIA

Stabilimento(i): Liofilchem S.r.l.
Via Scozia,64026 Roseto degli Abruzzi (TE), ITALIA

Liofichem S.r.l.
Contrada Piane Vomano, Traversa di Via Grecia,
64026 Roseto degli Abruzzi (TE), ITALIA

Marchio di
certificazione:

Campo di applicazione: Progettazione e sviluppo, produzione e
commercializzazione di dispositivi medico
diagnostici in-vitro: terreni di coltura per
batteriologia, sistemi di identificazione e
antibiogramma, kit per la determinazione di
plasmaproteine. Distribuzione di altri
dispositivi medico diagnostici in-vitro

Norma(e) applicata(e): EN ISO 13485:2016
Dispositivi medici — Sistemi di gestione per la qualita -
Requisiti per scopi regolamentari
(1SO 13485:2016)
DIN EN ISO 13485:2016

L'Organismo di Certificazione TUV SUD Product Service GmbH certifica che la societd
sopramenzionata ha istituito @ mantiene un sistema di gestione qualitad conforme ai requisiti
della{e) norma(e) elencata(e). Vedere anche note sul retro.

N° del rapporto: ITA1070742
Valido da: 2018-12-19
Valido finoc al: 2021-12-18

Data, 2018-12-19 ) 7

Stefan Preifd

Pagina 1di1
Traduzione per scopi informativi. La sola versione inglese (tedesca) & legalmente impegnativa.
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%% 5o . Deutsche
~%e " Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 071067 0006 Rev, 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Liofilchem S.r.l.

Via Scozia

64026 Roseto degli Abruzzi (TE)
ITALY

Liofilchern S.r.l.
Via Scozia, 64026 Roseto degli Abruzzi (TE), ITALY

Liofilchem S.r.l.
Contrada Piane Vomano, Traversa di Via Grecia, 64026 Roseto
degli Abruzzi (TE), ITALY

Design and development, production
and sale of in-vitro diagnostic medical
devices: culture media for bacteriology,
identification and susceptibility testing
systems, kits for plasma protein
determination. Distribution of other
in-vitro diagnostic medical devices

EN IS0 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

{ISO 13485:2016)

DIN EN SO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
abave has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See alsc notes overleaf.

Report No.:

Valid from:
Valid untii:

Date, 2018-12-19%

Page 1 of 1

ITA1070742

2018-12-19
2021-12-18

[ o]

Stefan Preik

TUV SUD Product Service GmbH « Certification Body « Ridlerstraie 65 « 80333 Munich » Germany
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¥ MINISTERIO agencia espafiola de
=5 DESANIDAD . nedicamentos

LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado niimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485: 2018
(EN 1SO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad — Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa
to the company

Dia.Pro Diagnostic Bioprobes S.r.l.
Sede social y de fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseiio, desarrollo y produccién de reactivos y productos reactivos, calibradores y materiales de control para
inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia molecular.

Disefio, desarrollo, produccién y servicio técnico de instrumentos y software para diagnéstico in vitro.

Design, development and manufacturing of reagents, reagent products, calibrators and control materials for
immunochemistry, microbiology, infectious immunology and molecular biology techniques.

Design and development, management of production and technical servicing of instruments and software for “in vitro”
diagnostic.

Modificaciones de alcance/ Scope modifications:: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 25-02-2021 Hasta/To: 18-11-2023
Certificacion inicial/ /nitial certification date: 27-11-2013

Renovaciones / Renewal of certification dates: 8-03-2019; 25-02-2021

Madrid, 23 de febrero de 2021
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

géncija e
¢ Spanola
. Medicga €ntos v
r
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 23/02/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 4TEYRF78EE

CORREO ELECTRONICO Péagina 1 de 2

on0318@aemps.es
CERTIFICACION 13485

C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89



MINISTERIO
DE SANIDAD

ANEXO I / ANNEX |

CERTIFICADO UNE-EN ISO 13485: 2018/ UNE-EN ISO 13485: 2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date

Descripcion de la modificacién/ Modification description

18-12-2018

Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del ambito tecnoldgico

Change in the description of the method of analysis in the technological scope
(infectious immunology and molecular biology techniques).
Change in the level of detail of the technological scope description.

8-03-2019

Ampliacion del &mbito tecnoldgico para incluir:

Inmunoquimica y microbiologia

Instrumentos y software para diagndstico “in vitro”.
Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “in vitro”.

Extension of technological scope:

Immunochemistry and Microbiology

Instruments and software for “in vitro” diagnostic
Modification of the scope to include the activity of technical servicing of
instruments and software for “in vitro” diagnostic

Madrid, 23 de febrero de 2021

DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencija e

. Sparnol
’ rr:edlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 4ATEYRF78EE

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es |” ”Ill “ || I|| | m | ‘Illlm || ‘ || | ‘ || I||

Fecha de la firma: 23/02/2021

CORREO ELECTRONICO

on0318@aemps.es

Pégina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

CERTIFICACION 13485 Fax: (+34) 91.822.52.89




DIA. | Dia.Pro
PRO | Diagnostic

II BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

GIOVANNI (MILANO) - ITALY

PRODUCT HBs Ag one Version ULTRA

CODES: SAGIULTRA.CE (192 tests)
SAGIULTRA.CE.96 (96 tests)
SAGIULTRA.CE.480 (480 tests)
SAGIULTRA.CE.960 (960 tests)
SAGIULTRA.CE.DB (192 tests)

CLASSIFICATION ANNEXII-LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex IV —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2008 12 0588 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE ENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - DECEMBER 2008

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURE S
Legal Representative DIAGHESTIC\BIAPROBES o1
Dr.ssa Fiorenza Scozzesi J /!«i,t,?i#:ﬁ}.,.)

1272013

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — Iltalia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « http:/iwww.diapro.it  E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



AVANTOR

PERFORMANCE MATERIALS

Declaration of CE conformity

Avantor Performance Materials B.V. reg. no. 38013066 who is an established manufacturer of

Hematology- Reagents, Stains, Controls and Calibrators and products for Histopathology located at:

Teugseweg 20
7418 AM Deventer
The Netherlands

herewith declares the following:

The reagents (see attached list) are labeled with the J.T.Baker® label and have the CE mark on the
label where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive
98/79/EC and the conformity assessment procedure according to Annex lll. The BeneSphera™ 3 Part
Diff Analyzer H32 is in compliance with IEC 61010, Safety Requirements for Electrical Equipment for
Measurement, Control and Laboratory Use.

The products are not part of List A and List B of Annex Il of the IVD Directive 98/79/EC but are subject
to self-registration.

This declaration is valid for all the IVD medical devices described above and which are placed on the

market by ourselves on or after the date hereof and which bear the CE marking.

Deventer, the Netherlands.

January 6, 2015

Dr. J. Mittendorf
QA & RA Manager

Page 1 of 4



LATANTOR

PERFORMANCE MATERIALS

J.T.Baker® product list for CE marked products

Page 2 of 4

Product no. |Pr0duct |Pack size 3416.0500 CyMet Erma 5 OQ ml
3841.1000PE  |CyMet H12 CN Free 1 liter
Hematology Analyzer 3853.1000 CyMet H20 1 liter
2983 BeneSphera™ 3-part Diff 1 unit 3425.0500 CyMet KX CN Free 500 ml
Hematology Analyzer H32 2985.1000PE__|CyMet LH 53 1 liter
Clinical Chemistry Analyzer 3489.1000PE__ |CyMet MBA 1 liter
2946 BeneSphera™ Clinical Chemistry 1 unit 3418.1000PE  |CyMet MD(T) 1 liter
Analyzer C72 2984.1000PE__ |CyMet MD(I) 53 1 liter
Diluents 3488.0500PE  |CyMet MD(II) 500 ml
3961 Diluid 100 Plus 20 liter 3497.0500PE  |CyMet MH CN Free 500 ml
2990.9010PC  |Diluid™ 22 10 liter 3852.1000 CyMet Micro 1 liter
3954 Diluid 590 20 liter 3863.1000 CyMet Micro CN free 1L micros
3969 Diluid 610 20 liter 3441.0500PE  |CyMet Mindray 500 ml
3430.9020 Diluid Abacus 20 liter 3440.0500PE CyMet Mindray CN Free 500 ml
3430.9010 Diluid Abacus 10 liter 3484.1000PE__ |CyMet NR 111 1 liter
3996 Diluid AC 900 20 liter 3486.1000PE  |CyMet NR III CN Free 1 liter
3476.9020PC  |Diluid APR 20 liter 3485.1000PE  |CyMet NR V 1 liter
3957 Diluid Azide free 20 liter 2988.5000PC  |CyMet Ruby CN Free 5 liter
2901.9010PC  |Diluid BS34 10 liter 3480.5000PC  |CyMet SF Baso 5L
3963 Diluid I11 Diff 20 liter 3481.5000PC  |CyMet SF Diff 1 51,
3963.9010 Diluid 111 Diff 10 liter 3482.0500PE  |CyMet SF Diff 2 500 ml
3459.9020 Diluid Erma 20 liter 3775.1000 CyMet ST 1600/2000 1 liter
3419.9020PC  |Diluid M5 20 liter 3759.5000 CyMet ST 1600/2000 CN free 5 liter
3439.9020PC | Diluid Mindray 20 liter 3759.1000 CyMet ST 1600/2000 CN free 1 liter
3483.9020PC  |Diluid NR 20 liter 3788 CyMet STX/STL 1 liter
2987.9020PC Diluid Ruby 20 liter 3475.5000PC LeucoLyse 5 liter
3832.9020 Diluid/Sheath 3200-4000 20 liter 2989.5000PC _ |LeucoLyse Ruby 5 liter
3976 Diluid ST 1600/2000 20 liter 3077 LyzerGlobin™ 500 ml
34959010PC  |Sheath D 10 liter 3769 LyzerGlobin 6x15ml
3471.9020PC  |Sheath Fluid 3000/3500 20 liter 3771 LyzerGlobin PCE 6x 15 ml
Lyses 3513.1000PE  |RBCLyse™ 1 liter
3998 CN-free Lyse Diff AC 900 5 liter 3518G.1000PE |[RBCLyse G 1 liter
3744 CyMet 1000 CN free 5 liter 3514.0500PE | WBCStabilise™ 500 ml
2986.0500PE  |CyMet™ 22 500 ml Reticulocyte Reagents
3469.9010PC  |CyMet 3000 10 liter 3493.1000PE  |RetiClear™ MHG 1 liter
3823.1000 CyMet 3200 CN free 1 liter 3774 RetiCount™ 30 ml
3839.5000PC  |CyMet 3500 5 liter 2953.0210PE  |RetiCount AS 210 ml
3825 CyMet 3500 CN free 5 liter 3777 RetiCount CD 15x3.5ml
3773.5000PC  |CyMet 4500 CN free 5 liter 3494.0200PE  |RetiCount G 200 ml
3975 CyMet 530+ CN free 10 liter Cleaners
3971 CyMet 590 CN free 5 liter 3507.9020 Blanking Solution Hgb 20 liter
3970 CyMet 610 CN free 10 liter 3947 Blanking Solution 1600/2000 20 liter
3977 CyMet 610 CN free 5 liter 3763 DetectoTerge™ 5 liter
3445.1000PE CyMet Abacus Baso 1 liter 3766 DetectoTerge 1 liter
3431.1000 CyMet Abacus CN free 1 liter 2970.0900PE, DetectoTerge BS 900 ml
3444.1000PE CyMet Abacus EO 1 liter 3917 HypoChlorite 5 liter
3479.1000PE  |CyMet APR Baso 11 1 liter 3900 ProCloan™ 5 liter
3417.0500PE CyMet APR CN free 500 ml 3768.1000 ProClean 1L micros
3478.1000PE __ [CyMet APR EO 1 liter 3432.1000PE  |ProClean Abacus 1 liter
2950.2500PE CyMet ASA 2.5 liter 3432.5000 ProClean Abacus 5 liter
2951.0500PE _ |CyMet ASB 500 ml 3902.0100PE  |ProClean CD 100 ml
2952.9010PC__ [CyMet AS CN Free 10 liter 3862.9020PC  [ProClean Extra 20 liter
3755 CyMet Automated 5 liter 3862.5000 ProClean Extra 5 liter
2982.0500PE CyMet BS3 CN free 500 ml 3862.1000 ProClean Extra 1 liter
2902.1000PE ___ |CyMet BS34 CN Free 1 liter 3867.1000PE  |ProClean Extra 1L micros
3968.0500 CyMet 111 Diff 500 ml 3498.1000PE  |ProClean MX5 1 liter
3968 CyMet 111 Diff 1 liter 3901 ProClean Plus 100 ml
3964 CyMet 111 Diff 5 liter 3442.5000PE  |Rinse Mindray 5 liter
3511.1000 CyMet 11 Diff CN free 1 liter
3511.5000 CyMet 111 Diff CN free 5 liter




ATVANTOR

PERFORMANCE MATERIALS

Product no. |Product |Pack size
Reagent Packs

2910 |Reagent Pack BS34 |1 pack
Hematology Controls and Calibrators

3427/3428/3429 8-Parameter Control L./ N/H 2.5 ml
3463/3464/3465 8-Parameter Control L./ N/H 2.5 ml
3701/3702/3703 8-Parameter Control L/N/H 4.5 ml
3746 8-Parameter Control L+N+H 3x25ml
3747 8-Parameter Control 4xN 4x25ml
3751 8-Parameter Control 1xL+4xN+1xH 6x2.5ml
3633/3634/3635 8-Parameter Control ext L/N/H 2.5 ml
3433/3434/3435 3-Diff Control L./N/H 2.5 ml
3502/3503/3504 3-Diff Control L./N/H 4.5 ml
3466 3-Diff Control 4xL. 4x2.5ml
3467 3-Diff Control 4xN 4x25ml
3468 3-Diff Control 4xH 4x25ml
3421/3422/3423 3-Diff Control ext L./N/H 2.5 ml
3681/3682/3683 5D Control L/N/H 5.0 ml
3684/3685/3686 ADV-Diff Control L./N/H 3.5 ml
3613/3614/3615 BC-Diff 5 Control L./ N/H 4.5 ml
3940 Cal Set 1 2x25ml
3452/3453/3454 CD-Diff Control L/N/H 3.0 ml
3838 CD-Diff Control 2xL+2xN+2xH 6 x 3.0 ml
3455/3456/3457 K-Diff Control LL/N/H 2.5 ml
3424 Platelet Control Ext. value 5x3ml
3693/3694/3695 SF-Diff Control L/N/H 4.5 ml
3698/3699 WBC reduced RBC Control L/H 3.0 ml
3731/3732/3733 XE-Diff Control LL/N/H 4.5 ml
3652/3653/3654 XE-RET Control L./ N/H 3.0 ml
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AJTANTOR

PERFORMANCE MATERIALS

Product no. |Pr0duct Pack size
Stains and Dyes

3800.1000PE Eosin-Y Alcoholic 1 liter
3800.2500PE Eosin-Y Alcoholic 2.5 liter
3800.9200 Eosin-Y Alcoholic 200 liter
3446.1000PE Eosin Y 0.5% Aqueous 1 liter
3446.9200 Eosin Y 0.5% Aqueous 200 liter
3856.0100 Giemsa 0.1 liter
3856.0500 Giemsa 0.5 liter
3856.1000 Giemsa 1 liter
3856.2500 Giemsa 2.5 liter
3856.9180ST Giemsa 180 liter
3870.1000 Hematoxyline (Mayer) 1 liter
3870.2500 Hematoxyline (Mayer) 2.5 liter
3873.1000 Hematoxyline (Harris, Gill II) 1 liter
3873.2500 Hematoxyline (Harris, Gill II) 2.5 liter
3873.9200 Hematoxyline (Harris, Gill II) 200 liter
3879.1000 Leishman 1 liter
3855.0500 May Grinwald 500 ml
3855.1000 May Grunwald 1 liter
3855.2500 May Grunwald 2.5 liter
3554.1000PE Papanicolaou Solution 2A 1 liter
3554.2500PE Papanicolaou Solution 2A 2.5 liter
3554.9200PE Papanicolaou Solution 2A 200 liter
3555.1000PE Papanicolaou Solution 2B 1 liter
3555.2500PE Papanicolaou Solution 2B 2.5 liter
3556.1000PE Papanicolaou Solution 3B 1 liter
3556.2500PE Papanicolaou Solution 3B 2.5 liter
3556.9200PE Papanicolaou Solution 3B 200 liter
3876.1000 Shorr 1 liter
3878.1000 Wright 1 liter
Clearing agent

3905.2500PE UltraClear™ 2.5 liter
3905.5000PE UltraClear 5 liter
3905.9010PE UltraClear 10 liter
3905.9200 UltraClear 200 liter
Mounting media

3921.0500 UltraKitt™ 500 ml
3921.0600 UltraKitt 6x 100 ml
3921.9025ST UltraKit 25 liter
3882.0500 Mounting Medium High 500 ml
3883.0500 Mounting Medium Low 500 ml
Fixatives

3933.1000 10% v/v Buffered Formaldehyde 1 liter
3933.5000PC 10% v/v Buffered Formaldehyde 5 liter
3933.9010PE 10% v/v Buffered Formaldehyde 10 liter
3933.9020 10% v/v Buffered Formaldehyde 20 liter
3933.9200 10% v/v Buffered Formaldehyde 200 liter
3880.1000 Bouin’s Fixative 1 liter
3869.1200 Cervix Fixative 12 x 125 ml
3884.9010PC Cytology Fixative LBCM 10 liter
3409.9010 Immuno PBS 20x concentrated 10 liter
3059 PBS, diluting fluid for bloodgrouping |20 liter
3059.9010PC PBS, diluting fluid for bloodgrouping |10 liter
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

camy C_ S aet C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13
m Page: 1 of 2
UKAS : -
..making excellence a habit.

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2021-04-13

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2021-04-14
Expiry Date: 2024-04-13
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An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.
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NVEDICA

Medica Corporation

5 Qak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 273
wawwmedicacorp.com

Products For Health Care

Declaration of Conformity C€

Product Name: Model/Type:

Easylyte and accessories per attachment Easybyte NafK, Na/K/Cl, Na/K/Li, Na/K/ClLi, Na/K/Ca/pH
... EaSYFlectrolyte and accessories perattachment ... EasyElectrolyte Na/K/Cl, Na/K/Li.. oo

EasyStat and accessories per attachment pHIpCO2/pO2/Na/K/CarHet, pHipCO2/pO2/Na/K/CI/Hct

EasyBloodGas and accessories per attachment pH/pCO2/p02

Manufacturer

#d Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Emergo Europe, Molenstraat 15
NL-2513 BH The Hague, The Netherlands

Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are in conformity with the Annex HHi, essential requirements and provisions of
council Directive: 98/79/EC

Place and Date: Bedford, Massachusetts, USA, March 1, 2012
Signature:

O%ﬂﬂ?/ /&Zp /E 5

Néme: Photios Makris

Title:  Director of Regulatory Affairs



EasyBloodGas and EasyStat Accessories
Catalog No. Accessory

6201
6202
6203
6204
6101
6301
6303
6304
6305
2118
6402
6503
6603
6306

6505
6506
6507
6508
6518
6537
6520
7101
7205
7206
7207
7208
7301
7309
7603
7303
7306
7304
7506
7302

EasyStat/EasyBloodGas pH Electrode
EasyStat/EasyBloodGas pCO2 Electrode
EasyStat/EasyBloodGas pO2 Electrode
EasyStat/EasyBloodGas/EasyElectrolyte Reference Electrode
EasyBloodGas Reagent Module

EasyBloodGas Troubleshooting Kit

EasyQC Level 1 Blood Gas and Electrolyte Quality Control
FasyQC Level 2 Blood Gas and Electrolyte Quality Control
EasyQC Level 3 Blood Gas and Electrolyte Quality Control
Daily Cleaning Selution Kit

Red Test Dye Solution

EasyBloodGas Capillary Tube Kit

EasyBloeodGas Demonstration Kit

EasyBloodGas Sampler

EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolls)
EasyBloodGas Sensor Module
EasyStat/EasyBloodGas Valve Module
Compression Plate

Serial Cable, 25-pin

Serial Cable, 9-pin

Barcode Reader Kit

EasyStat Reagent Module
EasyStat/EasyElectrolyte Na Electrode
EasyStat/EasyElectroiyte K Electrode
EasyStat Ca Electrode

EasyStat Cl Electrode

EasyStat Troubleshooting Kit

Bi-Level Hematocrit Guality Control
EasyStat Demonstration Kit
EasyStat/EasyBloodGas Capillary Tube Kit
EasyStat Sampler

EasyStat Pump Tube

EasyStat Sensor Module

Probe Wipers

EDMA Code
11703104
11703104
11703104
11040401
11703110
21041001
11703150
11703150
11703150
11010127
117031950
21041001
21041001
21041001

21041001
21041001
21041001
21041001
21041001
21041001
21041001
11703110
11040107
11040106
1104 0102
1104 0103
21041001
13017003
21041001
21041001
21041001
21041601
21041001
21041001



EasyElectrolyte Accessories
Catalog No. Accessory

4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815

4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
6518
6537
6520

EasyElectrolyte Reagent Module Na/K/Cl
EasyElactrolyte Reagent Modufe Na/K/Li
EasyStat/EasyElectrolyte Na Electrode
EasyStat/EasyElectrolyte K Electrode
EasyElectrolyte Cl Electrode
EasyElectrolyte Li Electrode _
EasyStat/EasyBloodGas/EasyElectrolyte Reference Electrode
EasyElectrolyte Spacer Electrode
EasyElectrolyte Troubleshooting Kit
Daily Cleaning Solution Kit

Red Test Dye Scluticn

EasyElectrolyte Urine Diluent

EasyQC Bi-Level Quality Cantrol Kit
EasyQC Tri-Leve! Quality Control Kit

EésyE'i‘écfrolyte i}emonstranonKn, Na/I{/CI

EasyElectrolyte Demonstration Kit, Na/K/Li
FasyElectrolyte Capillary Tube Kit
EasyElectrolyte Sampler
EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper {5 rolls)
EasyElectrolyte Sensor Module
EasyElectrolyte Valve Module
Compression Plate

Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups
EasyElectrolyte Sensor Module, Li

Seriat Cable, 25-pin

Seriaf Cable, 9-pin

Barcode Reader Kit

EDMA Code

110301
110301
11040107
11040106
11040103
11040104
11040401
11040190
21041001
11010127
11703190
11040490
11500204
iis500204

B T T T R

21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
21041001
2104100



EasylLyte Accessories
Catalog No. Accessory

2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123

L S

2109
2112
2115
2114
2026
2814
2815
2843
2118
2598
2108
2107
2257
2104
2100
2492
2309
2111
2577
2323
2541

Easylyte EasySampler

Easylyte K+ Electrode

Easylyte Na+ Electrode

Easylyte Cl- Electrode

Easylyte Li+ Electrode

Easylyte Ca++ Electrode

Easylyte pH Electrode

EasylLyte Disposable Reference Electrode
Easylyte Refrence Electrode

Easylyte Membrane Assembly

Easylyte Na/K 800mt Solutions Pack
Easylyte Na/K/Cl 800mL Solutions Pack
EasylLyte Na/K/Li 800mL Solutions Pack
EasylLyte Na/K/Ca/pH 800mL Solutions Pack

Easylyte Na/K/CI/Li 800mL Solutions Pack

Easylyte Na/K 400mLl Solutions Pack
Easylyte Na/K/Cl 400mi. Solutions Pack
Easylyte Na/K/Li 400mL Solutions Pack
Easylyte Na/K/Ca/pH 400mL Solutions Pack
Easylyte NafK/Cl/Li 400mL Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyLyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

Easylyte Daily Cleaner Cup

Easylyte Solutions Valve

Easylyte Sample Probe

Easylyte Sample Detector

Easylyte Tubing Kit

Easylyte Calcium Tubing Kit

Easyiyte Internal Filling Solution {125mi)}
Easylyte Wash Solution (50ml)

Easylyte Urine Diluent {500mL}

Easylyte Standard Solution, Urine {(50mL)
Easylyte Probe Wipers (6} '
Easylyte Printer Paper (3 rolls)

EDMA Code
21041001
11040106
11040107
11040103
11040104
11040102
11703102
11040401
11040401
21041001

11030
110301
110301
114301

110301
11030
110301
110301
110301
11500204
115002 04
21041001
11010127
21041001
21041001
21041001
21041001
21041001
21041001
11040490
11040490
11040490
11040490
21041001
21041001
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Easylyte Accessories, continued
Catalog No. Accessory

2585
2596
10745
2293
2590
2292
2578
2572
2571
2105
2085
2076
2074
7118

B

Easylyte EasySampler Sample Cups, 500ul (500)
Easylyte Sample Cups 2.0mL {500)
Anti-Evaporation Caps {500)

Easylyte Capillary Tubes

Easylyte Capillary Adaptor Kit

Easylyte Capitlary Adaptor Cleaning Kit
Easylyte Red Dye Test Solution {(50mL)

Easylyte Troubleshooting Kit

Easylyie Troubleshooting Kit {Na/K/Ca/pH and Na/K/Cl/Li)
Easylyte Quarterly Operating Kit

Easylyte Maintenace Kit

Easylyte Sample Tray

Easylyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit

Easylyte C Series Printer Paper (5rolls)

EDMA Code

21041001
21041001
21041001
21041001
21041001
11040490
11040430
21041001
21041001
21041001
21041001
21041001
21041001
11010127
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