
 

This is to certify that the management system of: 
Awareness Technology, Inc. 

Main Site: 1935 SW Martin Highway 

Palm City, Florida  34990 USA 

Additional site:  2325 SW Martin Highway, Palm City, Florida 34990 USA 

has been assessed by Intertek as conforming to the requirements of: 

ISO 13485:2016 

The quality management system is applicable to: 

 

The design, development, manufacture, distribution, installation and 

service of IVDD General Laboratory Instruments.   

Additional site: Manufacturing, Quality   Control, Distribution, Shipping, 

Installation and Service. 

 

Certificate Number: 

9362-8 

Initial Certification Date: 

March 28, 2012 

Date of Certification Decision: 

March 24, 2021 

Issuing Date: 

March 27, 2021 

Valid Until: 

March 27, 2024 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request.  

CT-ISO 13485_2016-SCC-EN-LT-P-12.dec.17 

 

Calin Moldovean 
President 
 
Intertek Testing Services NA Ltd.,  
1829, 32nd avenue, Lachine, QC, H8T 3J1, 
Canada 

 



 

This is to certify that the quality management system of: 
Medica Corporation 
Main Site: 5 Oak Park Drive 

Bedford, Massachusetts 01730 United States 

 

has been assessed by Intertek as conforming to the requirements of: 

ISO 13485:2016 

The quality management system is applicable to: 

 

The Design, Development, Manufacture, Service, Distribution of in-vitro 

diagnostic medical devices, in-vitro diagnostic test kits, in-vitro diagnostic 

reagents, in-vitro diagnostic analyzers/software used in the diagnosis and 

management of cancer, immune status, disease status, autoimmune 

status, cardiac markers, protein metabolism, endocrine disorders, blood 

analytes, urinalysis, blood gases. 

Certificate Number: 

0082581-01 

Initial Certification Date: 

2009-04-17 

Certificate Issue Date: 

2019-01-01 

Certificate Expiry Date: 

2021-04-16 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request.  

 

Calin Moldovean 

President 

Intertek Testing Services NA Ltd.,  
1829, 32nd avenue, Lachine, QC, H8T 3J1, 
Canada 

 



 

 
 
 

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, Prinsessegracht 20, 
              2514 AP 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, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and  
Electronic Equipment, and the corresponding national laws of the Member States. 
 
Place and Date: Bedford, Massachusetts, USA, September 27, 2018  
 
Signature: 
 

 
______________________________ 
Name:   Photios Makris, Ph.D. 
Title:     VP, Regulatory Affairs   



 

EasyLyte Accessories   
Catalog 
No. 

Accessory EDMA Code 

2004 EasyLyte Na/K Analyzer 21 07 11 02 

2014 EasyLyte Plus Na/K/Cl Analyzer 21 07 11 02 

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

2016 EasyLyte Calcium Na/K/Ca/pH Analyzer 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 800 ml 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 400mL Solution 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 800mL Solution 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



EasyElectrolytes Accessories       

Catalog No.      Accessory       EDMA Code 

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

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

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

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

7205 EasyElectrolyte/EasyStat Na+ Electrode   11 04 01 07 

7206 EasyElectrolyte/EasyStat K+ Electrode   11 04 01 06 

4203 EasyElectrolyte Cl- Electrode    11 04 01 03 

4204 EasyElectrolyte Li+ Electrode    11 04 01 04 

6204 EasyElectrolyte/EasyStat/EasyBloodGas 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 EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution 11 30 01 11 

4403 EasyElectrolyte Urine Diluent    11 04 04 90 

2814 Bi-Level Quality Control Kit    11 50 02 04 

2815 Tri-Level Quality Control Kit    11 50 02 04 

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

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

4506 EasyElectrolyte Sensor Module     21 07 11 02 

4507 EasyElectrolyte Valve Module    21 07 11 02 

4508 EasyStat/EasyBloodGas/EasyElectrolyte 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 

6537 EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin 21 07 11 02 

6520 EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit 21 07 11 02 
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EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex lX Chapters I and lll
(Class lla and Class llb Devices)

No. G10 0163{6 0022 Rev. 00

Manufacturer: BoWA-electronic GmbH & Co. KG
Heinrich-Heru-Strasse 4-1 0
728'10 Gomaringen
GERMANY

The Certification Body of TÜV SÜD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in
Article 10 (9) ofthe Regulation (EU) 2017n45 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).
The Report referenced below summarises the result of the assessment and includes reierence to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried out
according to Annex lX Chapter I and lll of this regulation with a positive result.
The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representätive basis.
The certified quality management system is subiect to periodical surveillance by TÜV SÜD Product
Service GmbH. The surveillance assessmenl shall also include an assessment ofthe technical
documentation for lhe device or devices concerned on the basis of further representative samples.

Report No.:

Valid from:
Valid until:

713175396

202A-0A40
2025-08-09

N

c.@,<,
lssue date: 2O2o-O8JlO

Christoph Dicks
Head of Certification/Notified Body

Päge 1 of 3
TÜV SÜD Produc{ Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Producf Service GmbH . Certification Body ' Ridlerstraße 65 ' 80339 Munidr ' Germany
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EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2c17 n45 on Medical Devices, Annex lX Chapters I and lll
(Class lla and Class llb Devices)

No. G10 0{6316 0022 Rev. 00

Device Group:
Classification:
lntended Purpose:

Device Group:

Classification:
Intended Purpose:

Device Group:
Classifieation:
lntended Purpose:

Devlce Group:
Classification :

lntended Purpose:

Device Group:

Classification:
lntended Purpose:

Device Grcup:

Claesification:
lntended Purposg:

Devioe Grcup:

Classification:
lntanded Purpose:

Device Group:

Page 2 of 3

TÜV SÜD Product SeMce GmbH is Notified Body with identiflcation no. 0123
TÜV SÜD Product Service GmbH . Certification Body . Ridlerstraße 65 . 80339 Munich . Germany

Z120109 . ELECTROSURGERY INSTRUMENTS
b

Generation of electrical power for monopolar and bipolar cutting
and coagulation on tissue structures in surgical operations

KO2O1O.I - ELECTROSURGICAL INSTRUMENTARY, MONO.
AND BIPOLAR, SINGLE.USE
ilb
Electrosurgical equipment for cutting and coagulation of tissue

KO2O102 . ELECTROSURGICAL PADS AND CABLES
ilb
Electrosurgical equipment for cutting and coagulation of tissue

KO2O48O . ARGON GAS SURGICAL DEVICES - ACCESSORIES
fib
Electrosurgical equipment for cutting and coagulation of tissue

118020,1 . SCISSORS, "OPEN SKY' ELECTROSURGICAL,
REUSABLE
Ib
Electrosurgical equipment for cutting and coagulation of tissue

L18O3O1 . HANDPIECES, "OPEN SKY' ELECTROSURGICAL,
REUSABLE
b

Electrosurgical eguipment for cuttihg and coagulation of tissue

L18O4O1 . FORCEPS, "OPEN SKY' ELECTROSURGICAL,
REUSABLE
b

Elec'trosurgical equipment for cutting and coagulation of tissue

L18O4O2 - FORCEPS, ELECTROSURGICAL ENDOTHERAPY,
REUSABLE
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EU Quality Management System Gertificate (MDR)
Pursuant to Regulation (EU) 2017 n45 on Medical Devices, Annex lX Chapters I and lll
(Class lla and Class llb Devices)

No. G10 0163{6 0022 Rev.00

Classificatloh:
lntended Purposei

Device Group:

Cla$sification :

lntended Purpoae:

Device Group:

Classification:
lntended Purpose:

Device Group:

Classification:
lntended Purpose:

ilb
Electrosurgical equipment for cutting and coagulation of tissue

L1 80602. ELECTRODES, ELECTROSURGICAL
ENDOTHERAPY, REUSABLE
ilb
Electrosurgical equipment for cütting and coagulation ot tissue

KO2O4O1 .ARGON GAS SURGICAL INSTRUMENTARY,
SINGLE-USE
Ib
Elecirosurgical equipment for cutting and coagulation of tissue

L180601 . ELECTRODES, "OPEN SKY' ELECTROSURGICAL,
REUSABLE
Ib
Electrosurgical equipment for cutting and coagulation of tissue

The validity ofthis certificate - none -
depends on conditions and/or
is limited to the following:

Page 3 of 3
TÜV SüD Product Service GmbH is Notitied Body with identification no. 0123
TÜV SÜD Produc,t Servlce GmbH . Certiftcation Body . Ridlerstraße 65 . 80339 Munidr Germany
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Certificate
No. Q5 016316 0021 Rev. 01

Page 1 of 2
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Holder of Certificate: BOWA-electronic GmbH & Co. KG
Heinrich-Hertz-Strasse 4-10
72810 Gomaringen
GERMANY

Certification Mark:

 

Scope of Certificate: Design and development, production and 
distribution of sterile and non-sterile medical devices:
Electrosurgical Units and Accessories,
Argon Coagulation Units and Accessories,
Electrode Handles,
Active Electrodes and Instruments,
Monopolar and Bipolar Forceps,
Endoscopic and Laparoscopic Instruments,
Instruments for Vessel Sealing,
Neutral Electrodes and 
Bipolar Scissors

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 016316 0021 Rev. 01  

Report No.: 713198949

Valid from: 2021-02-22
Valid until: 2022-02-28

Date, 2021-02-22 Christoph Dicks

Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20016316%200021%20Rev.%2001%C2%A0


Certificate
No. Q5 016316 0021 Rev. 01

Page 2 of 2
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): BOWA-electronic GmbH & Co. KG
Heinrich-Hertz-Strasse 4-10, 72810 Gomaringen, GERMANY

Design and development, production and distribution of sterile
and non-sterile medical devices:
Electrosurgical Units and Accessories,
Argon Coagulation Units and Accessories,
Electrode Handles,
Active Electrodes and Instruments,
Monopolar and Bipolar Forceps,
Endoscopic and Laparoscopic Instruments,
Instruments for Vessel Sealing and
Bipolar Scissors

Design and development and distribution of sterile
and non-sterile medical devices: 
Neutral Electrodes

BOWA Polska Sp. zo. o.
Zlotkowo, ul. Obornicka 10, 62-002 Suchy Las, POLAND

Production of sterile and non-sterile medical devices:
Instruments for Vessel Sealing and 
Neutral Electrodes

./.
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