Abbott Molecular Inc.
1300 Last Touhy Avenue
Des Plaines, Illinois 60018
USA

224-361-7000

Abbott

Prohlaseni o shodé

Kategorie 1VDD: Priloha I, seznam B
Oficialni nazev vyrobce: Abbott Molecular Inc.
Adresa vyrobce: 1300 E. Touhy Ave.
Des Plaines, IL USA 60018
Jméno zplnomocnéného zastupce v Evropé: Abbott GmbH
Adresa zplnomocnéného zastupce v Evropé: Max-Planck-Ring 2
D-65205 Wiesbaden, Némecko
Vycet zarfizeni Koéd GMDN Klasifikace Nazev a popis zarizeni
09N17-091 sg4py | Flehell, seznam Alinity m STI

Polské centrum pro testovani a certifikaci (PCBC) pridruzené ke spolecnosti notifikovaného subjektu

Adresa notifikovaného subjektu 23A Klobucka ulice 02-699
Warsaw, Polsko

gislo oznameného subjektu 1434

Jmeéno vlastnika technické dokumentace Abbott Molecular Inc.

Adresa vlastnika technické dokumentace 1300 E. Touhy Ave.

Des Plaines, IL USA 60018

Certifikat ISO 13485:2016 ¢&. 1022.201216 vydany u spole&nosti Underwriters Labaoratories (UL) pro
spolecnost Abbott Molecular, s G&innosti od 16. prosince 2020 a datem ukoncéeni platnosti 15.
prosince 2021 je platny v dobé jeho schvaleni. Aktualizace certifikatu budou uchovany v technické
dokumentaci.

Ja, nize podepsany, timto prohlasuji, Ze vy$e popsané diagnostické zdravotnické prostfedky in vitro s
oznacenim CE odpovidaji prislusnym ustanovenim Medizinproduktegesetz (zékon o Iékarskych

zafizenich, Némecko), podle kterého se realizuje smérnice ES 98/79/ES tykajici se diagnostickych
zdravotnickych prostiedka in vitro.

Toto prohlaseni je ucinéno v souladu s pfilohou Il Smérnice IVD 98/79/ES a harmonizovanymi normami
uvedenymi v kapitole Seznam norem.
Podpis:

Celé jméno (tiskacim pismem):

Funkce:

Datum:
Misto:

Stranalz1
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Abbott Molecular Inc.
1300 East Touhy Avenue
Des Plaines, Ilinois 60018

United States of Ameri
Abbott vty

Declaration of Conformity

IVDD Category: Annex Il List B
Legal Manufacturer's Name: Abbott Molecular Inc.
Legal Manufacturer's Address: 1300 E. Touhy Ave.

Des Plaines, IL USA 60018
Name of Authorized Representative in Europe: Abbott GmbH
Address of Authorized Representative in Europe: Max-Planck-Ring 2

D-65205 Wiesbaden- Germany
List Number(s) et aes 3
of Device GMDN Code | Classification Name(sz and Description(s) of Device

09N17-091 50409 Annex Il List B Alinity m STI
Notified Body Company affiliation Polish Center for Testing and Certification (PCBC)
Nofified Body Address 23A Klobucka Street 02-699
Warsaw, Poland

Notified Body Number 1434
Name of technical documentation owner Abbott Molecular Inc.
Address of technical documentation owner 1300 E. Touhy Ave.

Des Plaines, IL USA 60018
SO 13485:2016 Certificate No. 1022.201216 issued by Underwriters Laboratories (UL) to Abbott
Molecular, with an Effective Date of December 16, 2020 and an Expiry Date of December 15, 2021 is
effective at the time of approval. Updates to the certificate will be maintained in the technical file.
|, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above and
bearing the CE-Marking, conform with the applicable provisions of Medizinproduktegesetz (Medical

Devices Act, Germany) transposing EC Directive 98/79/EC concerning in vitro diagnostic medical
devices.

This declaration is made in accordance with Annex |l List B of the VD Directive 98/79/EC and
harmonized standards listed in the List of Standards chapter.

Signature:

Full Name (printed):

Position:

Date:

Place:

Page1of1
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Abbott

Molecular

IVDD Category:

Legal Manufacturer's Name:
Legal Manufacturer's Address:

Abbott Molecular Inc
1300 E. Touhy Avenue

Des Plaines, IL 60018 USA

Declaration of Conformity

Name of Authorized Representative in Europe:
Address of Authorized Representative in Europe:

Self-Declared

Abbott Molecular Inc.
1300 E. Touhy Ave.
Des Plaines il USA 60018

Abbott GmbH*
Max-Planck-Ring 2
D-65205
Wiesbaden-Germany

* Formerly known as Abbott GmbH and Co.KG. Address remains the same.

List Number(s} of Device GMDN Code Name(s) and Description(s) of
Device

08N53-002 48031 Alinity m System

Accessories for the Alinity m System 7

List Number(s) of Device GMDN Code Name(s) and Description(s) of
Device

09N26-001 16822 Alinity m Pipette Tips, 50 ul

09N26-002 16822 Alinity m Pipette Tips, 1000ul

09N26-003 63150 Alinity m Pipette Tip Adapters

09N26-004 63201 Alinity m CO-RE Tip Sleeves

09N26-010 61298 Alinity m Integrated Reaction Unit
IRU

09N26-012 35429 Sklinit)y m Waste Box

09N26-013 62172 Alinity m Waste Bottle

09N26-014 R 58027 Alinity m Assay Tray Carrier

09N26-015 37035 Alinity m Handheld Barcode Scanner

09N26-016 15186 Alinity m Universal Sample Rack

09N26-019 63766 Alinity m Sample Rack Holder

09N26-020 62172 Alinity m IRU Waste Container

Name of technical documentation owner
Address of technical documentation owner

Abbott Molecular Inc.
1300 E. Touhy Ave.
Des Plaines Il USA 60018

ISO 13485:2016 Certificate No. 1022.201216 issued by Underwriter's Laboratories (UL) to Abbott Molecular, with
an Effective Date of December 16, 2020, and an Expiry Date of December 15, 2021.

1, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above and bearing the
CE-Marking, conform with the applicable provisions of Medizinproduktegesetz (Medical Devices Act, Germany)
transposing EC Directive 98/79/EC concerning in vitro diagnostic medical devices, and Directive 2011/65EU the
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Abettu Abboftt Molecular inc

1300 E. Touhy Avenue
Molecular Des Plaines, IL 60018 USA

restriction of the use of certain hazardous substances in electrical and electrical equipment (ROHS). All original
supporting documentation is retained at Abbott Molecular.

This declaration is made in accordance with Annex [l of the IVD Directive 98/79/EC. The relevant harmonized
standards used or referenced are as follows:

» UL61010-1 Safety Requirements for Electrical Equipment for Measurement, Control, and Laboratory Use — Part
1: General requirements

* [EC 61010-1 Safety Requirements for Electrical Equipment for Measurement, Control, and Laboratory Use —
Part 1: General requirements

* |[EC 61010-2 Safety Requirements for Electrical Equipment for Measurement, Control, and Laboratory Use

+ |[EC 61010-2-101 Safety Requirements for Electrical Equipment for Measurement, Control, and Laboratory Use
— Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment

+ UL 61010-2-101 Safety Requirements for Electrical Equipment for Measurement, Control, and Laboratory Use —
Part 2-101: Particular Requirements For In Vivo Diagnostic (IVD) Medical Equipment

 |EC 61010-2-010 Safety Requirements for Electrical Equipment for Measurement, Control, and Laboratory Use
— Particular requirements for laboratory equipment for the heating of the material

» UL 61010-2-010 Safety Requirements for Electrical Equipment for Measurement, Control, and Laboratory Use —
Part 2-010: Particular Requirements For Laboratory Equipment For The Heating Of Materials

* Directive 2012/19/EU: Waste Electrical and Electronic Equipment (WEEE)

» Directive 2011/65/EU: Restriction of the Use of Certain Hazardous Substances in Electrical and Electronic
Equipment

» Directive 67/548/EEC contains a list of harmonised classifications and labelings for substances or groups of
substances, which are legally binding within the EU.

» Regulation EC 1272/2008 as amended on classification, labeling, and packaging of substances and mixtures

» Directive 81/155/EEC of 5 March 1991 defining and laying down the detailed arrangements for the system of
specific information relating to dangerous preparations in implementation of Article 10 of Directive 88/379/EEC

s Directive 80/181/EEC of 20 December 1979 on the approximation of the laws of the Member States relating to
units of measurement and on the repeal of Directive 71/354/EEC

+ |[EC 61326-1 Electrical Equipment for Measurement, Control and Laboratory Use — EMC Requirements — Part 1:
General requirements
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Abett Abbott Molecular Inc

1300 E. Touhy Avenue
Molecular Des Plaines, IL 60018 USA

« [EC 61326-2-6 Electrical Equipment for Measurement, Control, and Laboratory use — EMC Requirements — Part
2-6: Particular requirements — in vitro diagnostic (IVD) medical equipment

* |[EC 62304:2006+A1:2015 Medical Device Software — software life cycle processes
+ |[EC 62366 Human Factors Engineering for Medical Devices
» ANSI/AAMI HE75 Human Factors Engineering- Design of Medical Devices

* 1ISO 15223-1: 2012 Medical Devices — Symbols to be Used with Medical Device Labels, Labeling and
Information to be Supplied

* EN [SO 18113-1:2011 Clinical Laboratory Testing and In Vitro Diagnostic Medical Systems- Information supplied
by the manufacturer (labeling): Terms, Definitions, and General Requirements

* EN ISO 18113-3:2011 In vitro Diagnostic Medical Devices - Information supplied by the manufacturer (labelling)
- Part 3: In vitro diagnostic instruments for professional use

« EN ISO 13612: 2002 Performance Evaluation of In Vitro Diagnostic Medical Devices
« IVDD 98/79/EC In Vitro Diagnostic Directive

« EN 55011 Industrial, scientific and medical equipment: Radio-frequency disturbance characteristics; Limits and
methods of measurement

* 1907/2006/EC, as amended, REGULATION (EC) No 1907/2006 OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of
Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing
Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive
76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 893/105/EC and 2000/21/EC

Signature:

Full Name (printed):

Pasition:

Date:
Place:
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Abbott

Molecular

Kategorie IVDD:

Oficialni nazev vyrobce:
Adresa vyrobce:

Jméno zplnomacnéného zastupce v Evropé: Adresa

Prohlaseni o shodé

zplnomocnéného zéstupce v Evropé:

Abbott Molecular Inc.
1300 E. Touhy Avenue
Des Plaines, IL 60018 USA

Vlastni prohlaSeni

Abbott Molecular Inc.
1300 E. Touhy Ave.
Des Plaines || USA 60018

Abbott GmbH*
Max-Planck-Ring 2
D-65205

Wiesbaden, Némecko

* Spoleénost diive znama jako Abbott GmbH a Co.KG. Adresa z{istava stejna.

Vycet zarizeni

Kéd GMDN

Nazev a popis zafizeni

08N53-002

48031

Alinity m System

Prislusenstvi pro systém Alinity m

Vycet zafizeni Kéd GMDN Nazev a popis zafizeni

09N26-001 16822 Pipetovaci Spicky Alinity m, 50 ul

09N26-002 16822 Pipetovaci Spicky Alinity m, 1000ul

09N26-003 63150 Adaptéry pro pipetovaci §picky Alinity
m

09N26-004 63201 Alinity m CO-RE - koncovky pro Spicky

09N26-010 61298 Integrovana reakéni jednotka IIRUX
pro Alinity m

09N26-012 35429 Odpadovy box pro Alinity m

09N26-013 62172 Odpadové lahev pro Alinity m

09N26-014 58027 Nosi¢ testovaciho podnosu pro Alinity
m

09N26-015 37035 Ruéni éteCka ¢arovych kodl pro Alinity]
m

09N26-016 15186 Univerzalni stojan na vzorky pro Alinity
m

09N26-019 63766 Drzak stojanu vzorkd pro Alinity m

09N26-020 62172 Nadoba na odpad IRU pro Alinity m

Jméno vlastnika technického dokumentu
Adresa vilastnika technického dokumentu

Abbott Molecular Inc.
1300 E. Touhy Ave.
Des Plaines || USA 60018

Certifikat ISO 13485: 2016 &. 1022.201216 vydany spoleénosti Underwriter's Laboratories (UL) spoleénosti Abbott
Molecular, s platnym datem 16. prosince 2020 a datem platnosti do 15. prosince 2021.

Ja, nize podepsany, timto prohlasuji, Ze vySe popsané diagnostické zdravotnické prostredky in vitro s oznacenim CE
odpovidaji pfislusnym ustanovenim Medizinproduktegesetz (zdkon o Iékaiskych zafizenich, Némecko), podle
kterého se realizuje smérnice ES 98/79/ES tykajici se diagnostickych zdravotnickych prostiedk in vitro a Smérnice
2011/65EU, podle které se omezuje pouzivani urcitych nebezpecnych latek v elektrickych a elektronickych zarizenich

(ROHS). Veskera plivodni podplrna dokumentace je uchovana v Abbotl Molecular.

Toto prohlaseni o shodé je v souladu s pfilohou 1l Smérnice IVD 98/79/ES. PfisluSné pouzité nebo odkazovane
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Abbott Abbott Molecular Inc.
1300 E. Touhy Avenue
Molecular Des Plaines, IL 60018 USA
§ AR AR WRIATE A NG i A0 § Jdujici:

+ UL61010-1 PoZzadavky na bezpeénost pro elektricka zafizeni uréené k méreni, kontrole a laboratornimu pouziti -
¢ast 1: Zakladni pozadavky

« |EC 61010-1 Pozadavky na bezpecnost pro elektricka zafizeni urCena k méreni, kontrole a laboratornimu pouziti
- ¢ast 1: Zakladni pozadavky

+ |EC 61010-2 Bezpednostni pozadavky na elektrické zafizeni pro méreni, ovladani a laboratorni pouziti

+ IEC 61010-2-101 Bezpednostni pozadavky na elektricka zafizeni pro méfeni, oviddani a laboratorni pouziti
- Cast 2-101: Zvlastni poZzadavky na zdravotnické pristroje pro diagnostiku in vitro (IVD).

« UL 61010-2-101 Bezpec&nostni pozadavky na elektricka zafizeni pro méfeni, ovladani a laboratorni pouziti, &ast
2-101: Zvlastni pozadavky na zdravotnicka zarizeni pro diagnostiku in vivo (IVD)

+ |EC 61010-2-010 Bezpec&nostni pozadavky na elektricka zafizeni pro méreni, ovladani a laboratorni pouZziti
- Zvlastni poZzadavky na laboratorni vybaveni pro ohfev materiall

+ UL 61010-2-010 Bezpe&nostni poZzadavky na elektricka zafizeni pro méfeni, ovladani a laboratorni pouziti, Cast
2-010: Zviastni poZadavky na laboratorni vybaveni pro ohiev materiali

« Smérnice 2012/19/EU: Smérnice pro nakladani s pouzitym elektrickym a elektronickym zafizenim (WEEE)

= Smérnice 2011/865/EU: Omezeni pouzivani urgitych nebezped&nych latek v elektrickych a elektronickych
zarizenich

+ Smérnice 67/548 / EHS obsahuje seznam harmonizovanych klasifikaci a oznaceni pro latky nebo skupiny latek,
které jsou pravné zavazné v ramci EU.

» Nafrizeni ES 1272/2008 ve znéni pozdéjSich predpist o klasifikaci, oznaCovani a baleni latek a smési

« Smérnice 91/155/EHS ze dne 5. bifezna 1991, kterou se stanovi provadéci pravidla pro systém zviastnich
informaci tykajicich se nebezpeénych pfipravki pii aplikaci &lanku 10 Smérnice 88/379/EHS

= Smérnice 80/181/EHS ze dne 20. prosince 1979 o sblizovani pravnich predpisl Slenskych statl tykajicich se
jednotek méreni a o zruSeni Smérnice 71/354/EHS

+ |EC 61326-1 Elektricka zafizeni pro méfeni, fizeni a laboratorni pouziti - EMC pozadavky - Cast 1: Zakladni
pozadavky
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Abett Abbott Molecular Inc.

1300 E. Touhy Avenue
Molecular Des Plaines, IL 60018 USA

« |EC 61326-2-6 Elektricka zafizeni pro méfeni, oviadani a laboratorni pouziti - EMC poZadavky — Cast 2-6:
Zvlastni pozadavky na zdravotnicka zarfizeni pro diagnostiku in vitro (IVD)

« |EC 62304: 2006 + A1:2015 Software pro zdravotnické prostredky - software pro procesy zivotniho cyklu

+ |EC 62366 InZenyrstvi lidskych faktor( pro zdravotnické prostiedky

+  ANSIAAMI HE75 InZenyrstvi lidskych faktort - Navrh zdravotnickych prostredki

« IS0 15223-1: 2012 Zdravotnické prostiedky-znacky pro Stitky, oznacovani a informace poskytované se
zdravotnickymi prostredky

+ ENISO 18113-1:2011 Klinické laboratorni testovani a diagnostické Iékaiské systémy in vitro - Informace
poskytnuté vyrobcem (oznadeni): Podminky, definice a obecné pozadavky

+ ENISO 18113-3:2011 Diagnostické zdravotnické prostredky in vitro - Informace poskytnuté vyrobcem
(oznaceni)
— Cést 3: Diagnostické pfistroje in vitro pro profesionalni pouziti

+ ENISO 13612: 2002 Hodnoceni vykonu diagnostickych zdravotnickych prostiedki in vitro
» Smérnice IVDD 98/79/EC pro diagnostiku in vitro

» EN 55011 Primyslova zafizeni, zafizeni k védeckym G&elim a zdravotnické pristroje: Charakteristiky
vysokofrekvenéniho ruseni; Meze a metody méreni

« NARIZENI (ES) €. 1907/2006 EVROPSKEHO PARLAMENTU A RADY v platném znéni ze dne 18. prosince
2006 tykajici se registrace, hodnoceni, povolovani a omezovani chemickych latek (REACH), ustanovujici
Evropskou agenturu pro chemické latky, doplfiujici Smérnici 1999/45/EC, a ruSici pfedpis Rady (EHS) &. 793/93 a
predpis Komise (ES) €. 1488/94, jakoz i smérnici Rady 76/769/EHS a smérnice Komise 91/155/EHS, 93/67/EHS,
93/105/ES a 2000/21/ES

Podpis:

Celé jméno (tiskacim pismem):
Funkce:

Datum:
Misto:
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Abbott Molecular Inc.
1300 East Touhy Avenue
Des Plaines, 1llinois 60018
United States of America
224-361~7000

Abbott

Declaration of Conformity

IVDD Category: Annex Il List A
Legal Manufacturer's Name: Abbott Molecular Inc.
Legal Manufacturer's Address: 1300 E. Touhy Ave.
Des Plaines, IL USA 60018
Name of Authorized Representative in Europe: Abbott GmbH
Address of Authorized Representative in Europe: Max-Planck-Ring 2

65205 Wiesbaden- Germany

Classification

List Number(s) of | GMDN Code Name(s) of Device
Device
08N47-090 48307 Annex Il List A Alinity m HBV AMP Kit
08N47-080 41992 Annex Il List A Alinity m HBV CTRL Kit
08N47-070 41991 | AnnexIiList A Alinity m HBV CAL Kit

Notified Body Company Polish Center for Testing and Certification (PCBC)
affiliation
Notified Body Address 23A Klobucka Street 02-699

Warsaw, Poland

Notified Body Number 1434

Name of technical Abbott Molecular Inc.
documentation owner

Address of technical 1300 E. Touhy Ave.
documentation owner Des Plaines, IL USA 60018

ISO 13485:2016 Certificate No. 1022.201216 issued by Underwriters Laboratories (UL) to Abbott
Molecular, with an Effective Date of December 16, 2020 and an Expiry Date of December 15, 2021 is
effective at the time of approval. Updates to the certificate will be maintained in the technical file.

I, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above and
bearing the CE-Marking, conform with the applicable provisions of Medizinproduktegesetz (Medical
Devices Act, Germany) transposing EC Directive 98/79/EC concerning in vitro diagnostic medical
devices.

This declaration is made in accordance with Annex |l List A of the IVD Directive 98/79/EC and harmonized
standards listed in the List of Standards chapter.
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Signature:

Full Name (printed):

Position:
Date:
Place:

Page 2 of 2
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Abbott

Kategorie |VDD:

Abbott Molecular Inc.
1300 East Touhy Avenue
Des Plainces, Ilinois 60018
USA

224-361-7000

ProhlaSeni o shodé

Pfiloha Il, seznam A

Oficialni nazev vyrobce: Abbott Molecular Inc.

Adresa vyrobce:

1300 E. Touhy Ave.
Des Plaines, IL USA 60018

Jméno zplnomocnéného zastupce v Evropé: Abbott GmbH
Adresa zplnomocnéného zastupce v Evropé: Max-Planck-Ring 2
65205 Wiesbaden, Némecko
\Vy€et zarizeni Koéd GMDN Klasifikace Nazev zafizeni
08N47-090 4g3p7 [ Tohall, Alinity m HBV AMP Kit
seznam A
08N47-080 a1pgp  [PHiehall, Alinity m HBV CTRL Kit
seznam A
08N47-070 41991 | Tiohall, Alinity m HBV CAL Kit
seznam A
Spoleénost pridruzena Polské centrum pro testovani a certifikaci (PCBC)
k notifikovanému subjektu
Adresa notifikovaného 23A Klobucka Street 02-699
subjektu Warsaw, Polsko
Cislo notifikovaného 1434
subjektu

Jméno vlastnika

Abbott Molecular Inc.

technické dokumentace

Adresa vlastnika

1300 E. Touhy Ave.

technické dokumentace Des Plaines, IL USA 60018

Certifikat 1ISO 13485:2016 €. 1022.201216 vydany spole&nosti Underwriters Laboratories (UL) spole&nosti
Abbott Molecular s a¢innosti od 16. prosince 2020 a datem ukondeni platnosti 15. prosince 2021 je platny v
dobé jeho schvaleni. Aktualizace certifikatu budou uchovany v technické dokumentaci.

J&, nize podepsany, timto prohladuji, Ze vy8e popsané diagnostické zdravotnické prostfedky in vitro s
oznac¢enim CE odpovidaji prislusnym ustanovenim Medizinproduktegesetz (zékon o lékarskych zafizenich,
Némecko), podle kterého se realizuje smérnice ES 98/79/ES tykajici se diagnostickych zdravotnickych

prostiedkl in vitro.

Toto prohlaseni je u€inéno v souladu s pfilohou Il Smérnice IVD 98/79/ES a harmonizovanymi normami
uvedenymi v kapitole Seznam norem.
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Podpis:

Celé jméno (tiskacim pismem):

Funkce:

Datum:
Misto:
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Abbott

Declaration of Conformity

IVDD Category:
Legal Manufacturer's Name:
Legal Manufacturer’'s Address:

Name of Authorized Representative in Europe:
Address of Authorized Representative in Europe:

Abbott Molecular Inc.
1300 East Touhy Avenue
Des Plaines, Illinois 60018
United States of America
224-361-7000

Annex Il List A

Abbott Molecular Inc.

1300 E. Touhy Ave.

Des Plaines, IL USA 60018

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

Classification
List Number(s} of | GMDN Code Name(s} of Device
Deyice
08N50-090 48374 Annex Il List A Alinity m HCV AMP Kit
08N50-091 48374 Annex |l List A Alinity m HCV AMP Kit
08N50-070 41979 Annex Il List A Alinity m HCV CAL Kit

Notified Body Company
affiliation
Notified Body Address

23A Klobucka Street 02-699

Warsaw, Poland

Notified Body Number 1434

Name of technical
documentation owner
Address of technical
documentation owner

Abbott Molecular Inc.

1300 E. Touhy Ave.
Des Plaines, IL USA 60018

Polish Center for Testing and Certification (PCBC)

IS0 13485:2016 Certificate No. 1022.201216 issued by Underwriters Laboratories (UL) ta Abbott
Molecular, with an Effective Date of December 16, 2020 and an Expiry Date of December 15, 2021 is
effective at the time of approval. Updates to the certificate will be maintained in the technical file.

I, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above and
bearing the CE-Marking, conform with the applicable provisions of Medizinproduktegesetz (Medical
Devices Act, Germany) transposing EC Directive 98/79/EC concerning in vitro diagnostic medical

devices.
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