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DECLARATION OF CONFORMITY

Diamond Diagnostics Inc. hereby ensures and declares that the product(s) listed below
comply with the requirement of the European Union In Vitro Diagnostics Medical Device
Directive 98/79/EC.

A Diamond Diagnostics Inc. ezuton kijelenti és biztositja, hogy az alabb felsorolt termékek megfelelnek az In Vitro Diagnosztikai
Orvostechnikai eszkdzokrél sz6l6 Eurépai Unios 98/79/EC iranyelvben foglaltaknak.

Diamond Diagnostics Inc. versichert und erkla hiermit, daf? die im Folgenden aufgefiihrten Produkte den Auflagen der IVD-Richtlinie fur In-
vitro-Diagnostika der Europaischen Union (98/79/EC) entsprechen.

Diamond Diagnostics Inc. assure et declare par la présente que le(s) produit(s) listé(s) c- dessous sont conformes aux exigencies de la
directive européenne 98/79/CE relative aux dispositifs médicaux de diagnostici in vitro.

Diamond Diagnostics Inc. asegura y declara que los productos listados a continuacion cumplen con los requisites establecidos en la directive
98/79/EC de la Comunidad Europea para dispositivos medicos de diagnostic in vitro.

Diamond Diagnostics Inc. F#R 3 7 B LU T 5 H B9~ S FF S RO B 22 A MS TS TT 23198/ 7T9/ECE T RT FI U RO EE R

Diamond Diagnostics Inc. assegurar e declara que o produtos listado abaixo cumprir com os requisitos estabelecido no directiva 98/79/EC do
Comunidade Européia de dispositivos médicos de diagndstico in vitro.

Diamond Diagnostics Inc. rapaHTUpyeT © 3asBnsieT, 4YTO MEPEYUCIIEHHbIE HWKE MPOAYKTbl COOTBETCTBYHOT TpeboBaHMsaM
OupexTuebl 98/79/EC EBponeiickoro coto3a 0 MeauumMHCKOM obopyaoBaHuM Ans AUarHoCcTuKK In-vitro.
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Diamond Diagnostics Inc. dichiara ed assicura che | prodotti qui elecati sono conformi ai requisiti della direttiva comunitaria 98/79/CE relative

ai dispostivi medico-diagnostici in vitro.

Product(s) / Termék(ek) / Produkt(e) / Produit(s) / Producto(s) / 7% 6) / Produto(s) / Tlpomyxr (b1) / (&) gl / Prodott(i) ;

Model: Tokyo Boeki Chemistry, Stanbio Sirrus

Reagents & Controls:

TB-20270477D Calibrator 1 TB-20270480D Urine Calibrator 1-2 TB-30270905D Calibrator 2 Solution
TB-20270478D Calibrator 2 TB-20270482D Urine Diluent
TB-20270479D Cleaning Solution TB-SP2208D Alkaline Wash Solution

Electrodes & Accessories:
TB-20270474D Sodium Electrode TB-20270476D Chloride Electrode TB-20270473D Reference Electrode
TB-20270475D Potassium Electrode

(AR) Authorized Representative
Diamond Diagnostics Kit.

Ezred Street 1-3. C1/07

1044 Budapest Hungary
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Conformity Assessment Procedure
Annex Ill, Self-Declared

Manufacturer’s name: Diamond Diagnostics Inc. (USA)
Manufacturer’s address: 333 Fiske Street

Holliston, MA 01746 USA

Tel: +1 (508) 429-0450

Fax: +1 (508) 429-0452

The names of various manufacturers and their instruments referred to herein may be protected by trademark or other law, and are used herein solely for purpose of reference. Diamond
Diagnostics Inc. expressly disclaims any affiliation with them or sponsorship by them.
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