DIAMVYND

Smart Lab Solutions

DECLARATION OF CONFORMITY

Diamond Diagnostics, Inc. hereby ensures and declares that the product(s) listed below comply with the
requirement of In Vitro Diagnostics Medical Devices Regulation EU 2017/746 and Directive 2011/65/EU.

Diamond Diagnostics Inc. ezuton biztositja és kijelenti, hogy az alabb felsorolt termék(ek) megfelelnek az In Vitro Diagnostics Medical Devices
EU 2017/46 rendelet és a 2011/65/EU iranyelv kovetelményeinek.

Diamond Diagnostics Inc. versichert und erklart hiermit, dass das/die unten aufgefiihrte(n) Produkt(e) den Anforderungen der In-vitro-
Diagnostik-Medizinprodukte-Verordnung EU 2017/46 und der Richtlinie 2011/65/EU entsprechen.

Diamond Diagnostics Inc. garantit et déclare par la présente que le ou les produits répertoriés ci-dessous sont conformes aux exigences du
reglement sur les dispositifs médicaux de diagnostic in vitro UE 2017/46 et de la directive 2011/65/EU.

Diamond Diagnostics Inc. por la presente garantiza y declara que los productos enumerados a continuacion cumplen con los requisitos del
Reglamento de dispositivos médicos de diagnéstico in vitro EU 2017/46 y la Directiva 2011/65/EU.

Diamond Diagnostics Inc. 4§ LLI R F BT 51 m S SEIMSHTEST 2835 EU 2017/46 F13645 2011/65/EU RIE R,

Diamond Diagnostics Inc. garante e declara que o(s) produto(s) listado(s) abaixo cumpre(m) o requisito do Regulamento de Dispositivos
Médicos de Diagndstico In Vitro EU 2017/46 e Diretiva 2011/65/EU.

Diamond Diagnostics Inc. rapaHTvpyeT v 3asBnsieT, YTO NPOAYKTbI, NepevnCIiEHHbIE HIKE, COOTBETCTBYIOT TpeboBaHusm PernameHTta EC
2017/46 0 MEQULMHCKMX YCTPOMCTBAX ANA ANarHOCTUKK in vitro n Oupektmebl 2011/65/EU.

Vitro Diagnostica Medical Regulation 2017/746 and Directive 2011/65/EU (8 4 saal) (o) 5¥) Slasi¥) cilallaia e (380 53 oLl 5 sS3all cilainall
Aaladll X gz el oS il 23 gaild 38 50

Diamond Diagnostics Inc. garantisce e dichiara che i prodotti elencati di seguito sono conformi ai requisiti del Regolamento UE 2017/46 sui
dispositivi medici per la diagnostica in vitro e della Direttiva 2011/65/EU.

Diamond Diagnostics, Inc. igsbu belge ile agagdida listelenen Grtn(ler)in In Vitro Diagnostics Tibbi Cihazlar Yénetmeligi EU 2017/746 ve Direktif
2011/65/EU gerekliliklerine uygun oldugunu garanti ve beyan eder.

Product(s) / Produkt(e) / Produit(s) / Producto(s) / & (S) /Produto(s)/ NpoaykT (bl)/ (&) !/ Prodott(i) / Uriin ;

Model: Sysmex CA1500, Sysmex KX31, Sysmex KX-21N, Sysmex UF-1000l, Sysmex XP-300

Electrodes & Accessories

Device Name: Part Number: Basic UDI-DI Intended Use
SX-28144879D | Compressor Rebuild Kit | 081140301SX28144879DRU | Kit used to rebuild the compressor within these
instruments.
SX-44368656D | Compressor Rebuild Kit | 081140301SX44368656DT5 Kit used to rebuild the compressor within these
instruments.
Manufacturer’s Name: Diamond Diagnostics Inc.
Manufacturer’s Address: 333 Fiske Street

Holliston, MA 01746
Tel: +1(508) 429-0450

Diamond Diagnostics Inc. Hungary Branch Office
6 Oradna Street

1044 Budapest, Hungary

Tel: + 3617872222

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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(AR) Authorized Representative: Diamond Diagnostics Inc., Hungary Branch Office
(SRN) Single Registration Number: US-MF-000035435

Risk Class: Class A, Rule 5

Conformity Route: Annex IV, Self-Declared

Notified Body: N/A

Quality Systems Registration: ISO 9001:2015

ISO 13485:2016
EN 1ISO 9001:2015
EN ISO 13485:2016

Authorized 4 C €
Officer: M LOMA Do s May, 2024

Kathy Fiskdr
Director, Quality Assurance
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