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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 I m T SEIMSHTEST 85 EU 2017/46 F1365 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. rapaHTupyeT 1 3asiBnsieT, YTo NpoAyKTbl, NEPEYNCIEHHbIE HIKE, COOTBETCTBYIOT TpeboBaHusm PernameHta 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 4a saal) (o) s¥) Slas¥) cilallaia e (380 53 oLl 5 sS3all cilainall
Aaladll X gz el oS il 23 gaild A8 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. isbu belge ile asagida listelenen urin(ler)in In Vitro Diagnostics Tibbi Cihazlar Y6netmeligi 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)/ (&) il / Prodott(i) / Uriin ;

Model
Part Number Device Name: Basic UDI-DI Intended Use
0-DD-PROLYTE | ProLyte Electrolyte | 0811403010DDPROLYTEQY | For in-vitro clinical laboratory use to assess the
Analyzer levels of Sodium, Potassium, and Chloride found in

whole blood, serum, plasma, and urine of patients.

Reagent & Controls

Part Number: Device Name: Basic UDI-DI Intended Use
IL-2121D Fluid Pack 0811403011L2121DDW Provides calibration points for electrodes.
IL-2121D+ Fluid Pack 0811403011L2121D+E3 Provides calibration points for electrodes.
ME-2118D Daily Rinse Kit 081140301ME2118DDP | To rinse and clean the sample path.
ME-2309D Flush Solution 081140301ME2309DE3 | Cleans the fluid path on the analyzer.
ME-2111D Urine Diluent 081140301ME2111DD2 | Dilutes the urine sample.

Used to fill electrode housing to form a junction
ME-2492D Internal Filling Solution 081140301ME2492DF2 between electrodes.
ME-2577D Urine Standard 081140301ME2577DFE | Monitors the precision and accuracy of testing.
ME-2578D Red Test Dye 081140301ME2578DFH | For troubleshooting fluidics.

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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Electrodes & Accessories

Part Number: Device Name: Basic UDI Intended Use
ME-2102D Na+ Electrode 081140301ME2102DCY | Measures Na+ ions present in samples.
ME-2101D K+ Electrode 081140301ME2101DCV | Measures K+ ions present in samples.
ME-2113D ClI- Electrode 081140301ME2113DD8 Measures Cl- ions present in samples.
ME-2150D Ca++ Electrode 081140301ME2150DDK | Meausres Ca++ ions present in samples.
ME-2258D Membrane Assembly 081140301ME2258DEJ Connects electrode housing to the pump tubing.
ME-2257D Sample Detector 081140301ME2257DEF Use with Diamond Prolyte Electrolyte Analyzer.
ME-2104D Pump Tubing 081140301ME2104DD6 | Aides in fluid flow.
ME-2108D Solutions Valve 081140301ME2108DDJ | Aides in fluid flow.
ME-2100D Calcium Tubing Kit 081140301ME2100DCS | Connects to membrane assembly / solutions valve.
ME-2323D Probe Wiper 081140301ME2323DDT | Wipes the sample probe.
ME-2541D Printer Paper 081140301ME2541DED | Print results.
ME-2572D Troubleshooting Service | 081140301ME2572DEX | For use on Analyzers.

Kit
ME-2095D Maintenance Kit 081140301ME2095DEF For use on Analyzers.
ME-2107D Sample Probe 081140301ME2107DDF | Aspirates sample.
ME-2106D Li+ Electrode 081140301ME2106DDC | Measures Li+ ions present in samples.
ME-2103D Reference Electrode 081140301ME2103DD3 | Completes the electrical circuit between the

reference electrolyte and electrical ground.
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