
 

 
 
 

Declaration of Conformity    

Product Name:                                                                              Model/Type: 

EasyLyte and accessories per attachment                        EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/Cl/Li,   

              Na/K/Ca/pH, Na/K/Cl/Ca/Li 

EasyElectrolytes and accessories per attachment  EasyElectrolytes Na/K/Cl, Na/K/Li 

 

            

Manufacturer 

 Medica Corporation 
  5 Oak Park Drive, Bedford, Massachusetts, 01730,  USA 

Representative 

EC  REP  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 covered by Annex III of Directive 98/79/EC. These products are self-certified 
since they are for professional use only and are not listed on Annex II, List A or Annex II, List B of Directive 98/79/EC. In addition, they 
are in conformity with the Annex I, “Essential Requirements” and provisions of council Directive 98/79/EC for In Vitro Diagnostic 
Medical Devices and the corresponding national laws of the Member States. 
 
Place and Date: Bedford, Massachusetts, USA, October 21, 2015  
 
Signature: 
 

 
 
Name:   Photios Makris, Ph.D. 
Title:     Director of Regulatory Affairs   



 
  

EasyLyte Accessories

Catalog No. Accessory EDMA Code

2004 EasyLyte Na/K Analyzer 21 07 11 02

2014 EasyLyte PLUS Analyzer, Na/K/Cl 21 07 11 02

2015 EasyLyte Lithium Analyzer, Na/K/Li 21 07 11 02

2016 EasyLyte Calcium Analyzer, Na/K/Ca/pH 21 07 11 02

2021 EasyLyte Na/K/Cl/Li Analyzer 21 07 11 02

2030 EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li 21 07 11 02

2070 EasyLyte EasySampler 21 07 11 02

2101 EasyLyte K+ Electrode 11 04 01 06

2102 EasyLyte Na+ Electrode 11 04 01 07

2113 EasyLyte Cl- Electrode 11 04 01 03

2106 EasyLyte Li+ Electrode 11 04 01 04

2150 EasyLyte Ca++ Electrode 11 04 01 02

2151 EasyLyte pH Electrode 11 70 31 02

2152 EasyLyte Disposable Reference Electrode 11 04 04 01

2103 EasyLyte Reference Electrode 11 04 04 01

2258 EasyLyte Membrane Assembly 21 07 11 02

2120 EasyLyte Na/K 800mL Solutions Pack 11 04 04 02

2121 EasyLyte Na/K/Cl 800mL Solutions Pack 11 04 04 02

2122 EasyLyte Na/K/Li 800mL Solutions Pack 11 04 04 02

2123 EasyLyte Na/K/Ca/pH 800mL Solutions Pack 11 04 04 02

2028 EasyLyte Na/K/Cl/Li 800mL Solutions Pack 11 04 04 02

2109 EasyLyte Na/K 400mL Solutions Pack 11 04 04 02

2112 EasyLyte Na/K/Cl 400mL Solutions Pack 11 04 04 02

2115 EasyLyte Na/K/Li 400mL Solutions Pack 11 04 04 02

2114 EasyLyte Na/K/Ca/pH 400mL Solutions Pack 11 04 04 02

2026 EasyLyte Na/K/Cl/Li 400mL Solutions Pack 11 04 04 02

2124 EasyLyte Na/K/Cl/Ca-Li 800mL Solutions Pack 11 04 04 02

2814 EasyQC Bi-Level Quality Control Kit 11 50 02 04

2815 EasyQC Tri-Level Quality Control Kit 11 50 02 04

2843 EasyLyte Quality Control Sample Cups (60) 21 07 11 02

2118 Daily Cleaning Solution Kit 11 01 01 27

2598 EasyLyte Daily Cleaner Cup 21 07 11 02

2108 EasyLyte Solutions Valve 21 07 11 02

2107 EasyLyte Sample Probe 21 07 11 02

2257 EasyLyte Sample Detector 21 07 11 02



 
  

EasyLyte Accessories, continued

Catalog No. Accessory EDMA Code

2104 EasyLyte Tubing Kit 21 07 11 02

2100 EasyLyte Calcium Tubing Kit 21 07 11 02

2492 EasyLyte Internal Filling Solution (125mL) 11 04 04 90

2309 EasyLyte Wash Solution (50mL) 11 04 04 90

2111 EasyLyte Urine Diluent (500mL) 11 04 04 90

2577 EasyLyte Standard Solution, Urine (50mL) 11 04 04 90

2323 EasyLyte Probe Wipers (6) 21 07 11 02

2541 EasyLyte Printer Paper (3 rolls) 21 07 11 02

2595 EasyLyte EasySampler Sample Cups, 500uL (500) 21 07 11 02

2596 EasyLyte Sample Cups 2.0mL (500) 21 07 11 02

10745 Anti-Evaporation Caps (500) 21 07 11 02

2293 EasyLyte Capillary Tubes 21 07 11 02

2590 EasyLyte Capillary Adaptor Kit 21 07 11 02

2292 EasyLyte Capillary Adaptor Cleaning Kit 21 07 11 02

2578 EasyLyte Red Dye Test Solution (50mL) 11 30 01 11

2572 EasyLyte Troubleshooting Kit 21 07 11 02

2571 EasyLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li) 21 07 11 02

2105 EasyLyte Quarterly Operating Kit 21 07 11 02

2095 EasyLyte Maintenace Kit 21 07 11 02

2076 EasyLyte Sample Tray 21 07 11 02

2074 EasyLyte Sample Cup Retainer Ring 21 07 11 02

7118 Daily Rinse/Cleaning Solution Kit 11 01 01 27

2544 EasyLyte C Series Printer Paper (5 rolls) 21 07 11 02

2934 EasyLyte Barcode Reader Kit 21 07 11 02



 

EasyElectrolyte Accessories

Catalog No. Accessory EDMA Code

4002 EasyElectrolytes Na/K/Cl Analyzer 21 07 11 02

4003 EasyElectrolytes Na/K/Li Analyzer 21 07 11 02

4102 EasyElectrolyte Reagent Module Na/K/Cl 11 04 04 02

4103 EasyElectrolyte Reagent Module Na/K/Li 11 04 04 02

7205 EasyStat/EasyElectrolyte Na Electrode 11 04 01 07

7206 EasyStat/EasyElectrolyte K Electrode 11 04 01 06

4203 EasyElectrolyte Cl Electrode 11 04 01 03

4204 EasyElectrolyte Li Electrode 11 04 01 04

6204 EasyStat/EasyBloodGas/EasyElectrolyte Reference Electrode 11 04 04 01

4207 EasyElectrolyte Spacer Electrode 11 04 01 90

4301 EasyElectrolyte Troubleshooting Kit 21 07 11 02

2118 Daily Cleaning Solution Kit 11 01 01 27

4402 Red Test Dye Solution 11 30 01 11

4403 EasyElectrolyte Urine Diluent 11 04 04 90

2814 EasyQC Bi-Level Quality Control Kit 11 50 02 04

2815 EasyQC Tri-Level Quality Control Kit 11 50 02 04

4405 EasyElectrolyte Demonstration Kit, Na/K/Cl 21 07 11 02

4406 EasyElectrolyte Demonstration Kit, Na/K/Li 21 07 11 02

4404 EasyElectrolyte Capillary Tube Kit 21 07 11 02

4306 EasyElectrolyte Sampler 21 07 11 02

6504 EasyBloodGas/EasyElectrolyte Pump Tube 21 07 11 02

6505 EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper (5 rolls) 21 07 11 02

4506 EasyElectrolyte Sensor Module 21 07 11 02

4507 EasyElectrolyte Valve Module 21 07 11 02

4508 Compression Plate 21 07 11 02

7302 Probe Wipers 21 07 11 02

4522 EasyElectrolyte Daily Cleaner Sample Cups 21 07 11 02

4539 EasyElectrolyte Sensor Module, Li 21 07 11 02

6518 Serial Cable, 25-pin 21 07 11 02

6537 Serial Cable, 9-pin 21 07 11 02

6520 Barcode Reader Kit 21 07 11 02
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