
 

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 

 



















CERTIFICAT
CERTIFICATE OF REGISTRATION

N° 10462 rev. 8

GMED certifie que le système de management de la qualité développé par

GMED certifies that the quality management system developed by

pour les activités
for the activities

Conception, production, contrôle et commercialisation de produits de chimie cliniques
pour le diagnostic in vitro. Validation de la combinaison réactifs et automates.

Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.

Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500  SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

GMED N° 10462–8
Ce certificat est délivré selon les règles de certification GMED

Début de validité
Valable jusqu'au

/ Effective date :

/ Expiry date :

July 25th, 2023 (included)
July 27th, 2026 (included)

Etabli le / Issued on : July 25th, 2023

/ This certificate is issued according to the  rules of GMED certification

 Renouvelle le certificat 10462-7

ELITECH CLINICAL SYSTEMS SAS

Zone Industrielle

61500 SEES FRANCE

On behalf of the President
Marjorie PERRIMON

Certification Director
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ELITechGroup B.V.

P.O.Box 100

6950 AC Dieren

Van Rensselaerweg 4

6956 AV  Spankeren

The Netherlands

T: +31 313 430 500

F: +31 313 427 807

info.ecsnl@elitechgroup.com  

www.elitechgroup.com  

Chamber of Commerce 09175642

ELITechGroup B.V.

Adriaan P. Intveld

Manager Quality Assurance & Regulatory Affairs

To: Whom it May Concern

Regulatory status of parts & accessories

As mentioned on the current Declarations of Conformity of our Clinical Chemistry Analyzers also the 

accessories conform to the provisions of the EU Directive on In Vitro Diagnostic Medical Devices (98/79/EC). 

This applies to the parts and accessories as mentioned in the attached list.

'IVD accessory' means an article which, whilst not being an IVD medical device, is intended specifically by its 

manufacturer to be used together with an IVD device to enable that IVD device to be used in accordance 

with its intended purpose.

document number: Regulatory status of parts & accessories (2015-12-30)



Part 

number
Description

IVD medical

device

IVD 

accessory

general 

laboratory 

use

 spare 

part

supporting 

part

1540-001 Anti-Slip sheet 

2206-007 Cooling Liquid (1 L) 

3062-021 Sample cup (1000 pcs) 

3062-033 Sample tube 6 ml (500 pcs) 

3062-040 Water container 10 L 

3062-041 Water container 5 L 

3066-155 Syringe 100 µl 

3066-156 Syringe 1 ml 

3069-040 Keyboard Dust cover 

3069-047 Keyboard Dust cover 

3070-518 Cap holder 

3070-538 Cap rotor Left 

3070-539 Cap rotor right 

3201-002 Dichromate 8 Abs (25ml) 

3365-192 USB Stick 

3374-003 Mains cable (USA) 

3374-059 Pumpunit cable 

3374-066 Mains cable 

3374-097 Serial Null-modem cable 

3374-286 USB Extension cable 

4804-038 Reagent identification Disc 

6001-826 Diluted Waste container 

6001-827 Concentrated Waste container 

6001-860 Water container 

6001-861 Tube assy (analyser) 

6001-872 Tube assy (cooling unit) 

6002-102 Assorter unit 

6002-386 System software on CD 

6002-706 Reaction Rotor set (3 pcs)   

6002-726 System Disc 

6002-817 Bottle 30 ml (20 pcs) 

6002-818 Bottle 15 ml (20 pcs) 

6002-904 Water container 5 L 

6002-910 Assorter unit 

6002-913 External tubing 

6003-074 System software on USB stick 

6003-444 Diluted Waste Container 5 L 

6003-466 Keyboard Support option 

6003-797 CW Waste Container 2 L 

6003-808 Assorter unit 

Regulatory status of parts & accessories (2015-12-30)













Alcohol Swab Dispenser QUICKPAD® 

Practical and efficient 

 

The QUICKPAD® alcohol swab dispenser, being sterile and physiologically verified as 

harmless, is ideal for cleaning and disinfecting the skin. The active agent 2-propanol acts 

as an effective, "mild on skin" disinfecting agent. The patented "swab tear-off" system 

allows for the single use of the swab. This makes QUICKPAD® not only economical but 

also efficient in its use. 

 

Quality and Endurance 

 

The lid of the QUICKPAD® alcohol swab dispenser container seals air-tight, keeping the 

alcohol swabs moist and sterile. As a result, the swab dispenser has a particularly long 

shelf life of 24 months. 

 

Please note that for pharmaceutical QUICKPAD®, the corresponding safety instruction is 

applicable.  

Characteristics 

• Single swab tear-off system allows for an efficient and economical use 

• Fill Level control due to transparent container 

• Retains moisture and sterility 

• Physiologically harmless non-woven swab 

• Available in three practical sizes (only as cosmetic) 

• Suitable for self-application by the patient 

• Ready for use 

• Made in Germany Quality, CE Label 

Range of Application 

QUICKPAD® is supplied ready for use and with its simple operation, can be used by 

specialists as well as patients for disinfecting the skin. An ideal product for diabetics and 

other users of subcutaneous self-injection syringes. 
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Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:  
 

Product Name Catalogue Numbers GMDN Code 

LISS Ready for Use 470020 and 470250 52718 

  
has been classified as non List A, non List B (Directive 98/79/EC, Annex II) and 
complies with the essential requirements and provisions of the European 
Communities Council Directive 98/79/EC concerning In-Vitro Diagnostic Medical 
Devices as amended by Regulation (EC) 596/2009 and of the Council (also SI 2002 
No.618 which transposes the requirements of Directive 98/79/EC). 
 
The Intended Purpose of this product is the potentiation of antibody-antigen 
reactions in blood group serology which should be only be carried out by suitably 
trained professionals. 
 
The manufacturer of this product is Lorne Laboratories Ltd who is located at: 
 
Address line 1: Unit 1 Cutbush Park Industrial Estate 
Address line 2: Danehill 
City:   Lower Earley 
County:  Berkshire 
Postal code:  RG6 4UT 
Country:  United Kingdom 
Telephone number: +44-(0)118 921 2264 
Fax number:  +44-(0)118 986 4518 
Website:  www.lornelabs.com 
DUNS Number: 732670703 
 
and is in conformity with the national standards transposing harmonised standards: 
 

 BS EN ISO 13485:2016 

 BS EN 13612:2002 

 BS EN 13641:2002 

 BS EN ISO 14971:2012 

 BS EN ISO 15223-1:2016 

 BS EN ISO 18113-2:2011 

 BS EN ISO 23640:2015 
 
 
The conformity assessment procedure performed was in accordance with Annex III 
of Directive 98/79/EC. 
 
Lorne’s EU Authorised Representative is “Advena Limited” residing at Tower 
Business Centre, 2nd Floor, Tower Street, Swatar BKR 4013 Malta. 
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This declaration of conformity is issued under the sole responsibility of Lorne 
Laboratories Ltd and is valid from 02 October 2019. 
 
 

 
_______________ 
Eddy Velthuis 
Technical Director 



CERTIFICATE OF REGISTRATION

File Number A12241 Cycle Start
Date

May 23, 2023
Certificate Number 1458.230523 Effective Date May 23, 2023

Initial Issue Date June 26, 2018 Expiry Date May 22, 2026

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above.  By issuance
of this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements.  This certificate is not transferable and remains the property of UL LLC® (UL Solutions).

UL Solutions
333 Pfingsten Road

Northbrook, IL  60062-2096 USA

ISO 13485:2016
Form-ULID-000724 Issue 4.0 UL and the UL Solutions logo are trademarks of UL LLC © 2023

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire  RG6 4UT   UNITED KINGDOM

UL LLC® (UL Solutions) issues this certificate to the Firm named above, after assessing the Firm’s quality
system and finding it in compliance with:
ISO 13485:2016
EN ISO 13485:2016

The design and manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro diagnostic
serology test kits.

 Authorized by

Paul Hilgeman
Senior Business Manager - Medical

CMIT – Medical Regulatory
Check Certificate Status:

here
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                       LORNE LABORATORIES LTD.                                 
                                              MAREA BRITANIE                                                    
 

MEDIU DE ÎMBUNĂTĂŢIRE SEROLOGICĂ 
INSTRUCŢIUNI DE UTILIZARE 

LISS Ready for use: Pentru potenţarea tehnicilor serologice. 
 

REZUMAT 
 

Reducerea puterii ionice a unui sistem de testare măreşte viteza de legare 
antigen-anticorp a globulelor roşii. În 1974, Low şi Messeter au demonstrat că o 
soluţie cu putere ionică joasă îmbunătăţeşte viteza de absorbţie a anticorpilor în 
prima etapă de aglutinare, permiţând scurtarea timpilor de incubare.  

 
SCOPUL PROPUS 
 

Soluţia LISS Ready for use este o soluţie salină cu putere ionică joasă utilizată 
pentru determinarea grupei sanguine în procedurile de compatibilitate directă şi 
screening al anticorpilor atunci când se foloseşte conform tehnicilor recomandate 
şi prezentate în aceste instrucţiuni de utilizare. 

 

PRINCIPIUL 
 

Când este folosită conform tehnicilor recomandate, soluţia va reduce puterea 
ionică a unui sistem de testare, va mări viteza de legare antigen-anticorp a 
globulelor roşii şi va permite o reducere substanţială a timpului de incubare şi o 
creştere a sensibilităţii de testare cu numeroase specificităţi de anticorpi 
(consultaţi Limitări). 

 

REACTIV 
 

LISS Ready for use Lorne este o soluţie cu putere ionică joasă care conţine 
glicocol, clorură de sodiu şi tampon fosfat. Reactivul nu conţine sau nu este 
compus din substanţe CMR, substanţe perturbatoare pentru sistemul endocrin 
sau care ar putea provoca sensibilizare sau o reacţie alergică în cazul 
utilizatorului. Reactivul este furnizat la diluarea optimă pentru utilizare cu toate 
tehnicile recomandate prezentate mai jos, fără să mai fie necesară diluarea sau 
adăugarea suplimentară. Pentru numărul de referinţă al lotului şi data de 
expirare, consultaţi Eticheta flaconului. 
 

DEPOZITARE 
 

Flacoanele cu reactiv trebuie depozitate la temperaturi cuprinse între 10 şi 30 ºC 
după primire. Depozitarea prelungită la temperaturi în afara acestui interval poate 
duce la pierderea accelerată a reactivităţii. Acest reactiv a fost supus unor studii 
de stabilitate la transport la 37 

o
C şi –25 

o
C, conform precizărilor din documentul 

BS EN ISO 23640:2015. 
 

RECOLTAREA ŞI PREGĂTIREA PROBEI 
 

Probele de sânge pot fi recoltate în EDTA, citrat, anticoagulanţi CPDA sau ca 
probă coagulată. Probele trebuie testate cât mai curând posibil după recoltare. 
Dacă survine o întârziere în ce priveşte testarea, păstraţi probele la 2-8 °C. 
Probele care prezintă o hemoliză intensă sau o contaminare microbiană nu 
trebuie utilizate pentru testare. Probele de sânge care prezintă semne de liză pot 
conduce la rezultate neconcludente. 
 

PRECAUŢII 
 

1. Reactivul este destinat exclusiv diagnosticului in vitro. 
2. Dacă un flacon este crăpat sau curge, aruncaţi conţinutul imediat. 
3. Nu folosiţi reactivul după data de expirare (consultaţi Eticheta flaconului).  
4. Nu folosiţi reactivul dacă observaţi că s-a format un precipitat.  
5. Purtaţi echipament de protecţie când manipulaţi reactivul, cum ar fi mănuşi 

de unică folosinţă şi un halat de laborator. 
6. Reactivul a fost filtrat printr-o membrană de 0,2 µm pentru a reduce 

încărcătura biologică, dar nu este livrat steril. După deschiderea flaconului, 
reactivul poate fi folosit până la data de expirare dacă nu se observă o 
turbiditate marcată, care ar putea indica deteriorarea sau contaminarea 
reactivului. 

7. Reactivul conţine <0,1% de azidă de sodiu. Azida de sodiu poate fi toxică 
dacă este ingerată şi poate reacţiona cu conductele din plumb sau cupru 
formând azide metalice explozive. La eliminare, spălaţi cu cantităţi mari de 
apă. 

8. Contactul cu LISS împreună cu înălbitorul determină coroziunea accelerată 
a metalelor de bază, cum ar fi cuprul şi fierul. Ţineţi cont de acest lucru 
atunci când vă gândiţi să utilizaţi înălbitor pentru decontaminarea 
conductelor sau aparatelor cu piese metalice, care au venit şi ele în contact 
cu LISS 

 

ELIMINAREA REACTIVULUI ŞI CUM SE ACŢIONEAZĂ ÎN CAZ DE 
STROPIRE 
 

Pentru informaţii privind eliminarea reactivului şi metodele de decontaminare a 
unui loc în caz de stropire, consultaţi Fişele cu date de securitate ale 
materialului, disponibile la cerere. 
 

MARTORI ŞI RECOMANDĂRI 
 

1. Se recomandă testarea a Precise Weak Anti-D Lorne şi a globulelor roşii 
corespunzătoare (ideal R1r şi rr) în paralel cu fiecare lot de teste. Testele 

trebuie considerate nevalide dacă probele martor nu prezintă rezultatele 
prevăzute. 

2. Tehnica antiglobulinică poate fi considerate validă numai dacă toate testele 
negative reacţionează pozitiv cu globulele roşii sensibilizate cu IgG 

3. Soluţia LISS, suspensiile de globule roşii şi serurile de testare trebuie să fie 
la temperatura camerei înainte de utilizare pentru a se evita unele reacţii 
pozitive nedorite din cauza anticorpilor „la rece”.  

4. În Tehnici recomandate, o picătură reprezintă aproximativ 50 µl cu pipeta 
flaconului furnizată 

5. Utilizarea reactivului şi interpretarea rezultatelor trebuie efectuate de 
personal calificat şi instruit în mod corespunzător în conformitate cu 
cerinţele ţării în care se utilizează reactivii.  

6. Utilizatorul trebuie să stabilească în ce măsură se poate utiliza reactivul în 
alte tehnici. 

 

REACTIVI ŞI MATERIALE CARE SUNT NECESARE, DAR NU SUNT 
FURNIZATE 
 

 Antiglobulină umană, adică Lorne AHG Elite (Cat # 435010 sau 415010) 
sau Anti-IgG umană, adică Lorne Anti-Human IgG (Cat # 401010 sau 
402010). 

 Spălător de celule Coombs.  

 Eprubete de sticlă (10 x 75 mm sau 12 x 75 mm). 

 Globule roşii sensibilizate cu IgG, adică Celule de control Coombs Lorne 
(Cat # 970010). 

 Precise Weak Anti-D Lorne (Cat # 209005). 

 Soluţie PBS (pH 6,8–7,2) sau soluţie salină izotonă (pH 6,5–7,5). 

 Globule roşii martor pozitiv (ideal, R1r) şi negativ (rr). 

 Pipete volumetrice. 

 Baie de apă sau incubator cu căldură uscată echilibrate la 37 ºC ± 2 ºC. 
 

TEHNICĂ RECOMANDATĂ 
 

1. Spălaţi globulele roşii cel puţin de două ori în PBS sau soluţie salină 
izotonă, iar apoi spălaţi-le o dată în LISS „Ready For Use” Lorne. 

2. Resuspendaţi globulele roşii la 1,5-2,0% în LISS „Ready For Use”. 
3. Amestecaţi bine volume egale de globule roşii suspendate LISS şi ser 

pentru procedurile LISS, de ex., 2 volume de suspensie de celule 1,5-2% şi 
2 volume de ser. 

 

LIMITĂRI 
 

1. Suspensia de globule roşii din LISS este asociată cu o deteriorare 
accelerată a expresiei antigenelor Fy

a
, Fy

b
, s şi S, şi, prin urmare, globulele 

roşii suspendate în LISS trebuie eliminate în cel mult 24 de ore de la 
pregătire. 

2. Pentru integritatea sistemului de testare cu putere ionică joasă, este 
esenţial să respectaţi raportul volumetric 1:1 dintre suspensia de celule şi 
ser şi să amestecaţi bine.  

3. Pentru sensibilitate optimă, LISS IAT trebuie incubat minimum 15 minute la 
37 ºC. 

4. Pentru a evita absorbţia nespecifică a complementului autolog, globulele 
roşii trebuie spălate cel puţin de două ori în NISS înainte de a putea fi 
spălate în cele din urmă şi resuspendate în LISS.  

5. Nu toate reacţiile antigen-anticorp sunt îmbunătăţite prin tehnicile LISS.  
 

CARACTERISTICI DE PERFORMANŢĂ SPECIFICE 
 

1. Înainte de a fi pus pe piaţă, s-a dovedit că fiecare lot de LISS „Ready For 
Use” Lorne a îmbunătăţit numeroase reacţii antigen-anticorp în cazul 
utilizării conform Tehnicilor recomandate.  

2. Soluţia corespunde recomandărilor cuprinse în cea mai recentă ediţie a 
Guidelines for the UK Blood Transfusion Services (Orientări pentru 
Serviciile de transfuzii sanguine din Regatul Unit). 

 

DECLINAREA RESPONSABILITĂŢII 
 

1. Utilizatorul este singurul responsabil pentru performanţa reactivului în cazul 
utilizării altor metode decât cele menţionate în Tehnici recomandate.  

2. Orice abatere de la Tehnicile recomandate trebuie validată înainte de 
utilizare

10
. 
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DIMENSIUNI REACTIV DISPONIBILE 
 

Mărime 
flacon 

Număr de catalog 

4x250 ml 470250 

20x250 ml 470020 

1x2500 ml 470025* 

 

*Această mărime este valabilă numai pentru utilizare de fabricaţie 
suplimentară (FFMU) şi, prin urmare, nu are marcajul CE. 
 
 

 

  
Lorne Laboratories Limited 
Unit 1 Cutbush Park Industrial Estate 
Danehill 
Lower Earley 
Berkshire, RG6 4UT 
Regatul Unit 
Tel.: +44 (0) 118 921 2264 
Fax: +44 (0) 118 986 4518 
E-mail: info@lornelabs.com 
 
 

Advena Ltd. Tower Business Centre, 2
nd

 Flr., 
Tower Street, Swatar, BKR 4013, Malta 
     

 

 



 

 
 
 

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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Canada: Medical Devices Regulations – Part 1- SOR 98/282 

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D) 

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68; PMD Act  

The management system is applicable to: 

Design, Development, Manufacture, Service, Installation and Distribution of 

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

diagnostic reagents, in-vitro diagnostic analyzers/software used in diagnosis 
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Certificate Number: 

0089217-01 

Initial Certification Date: 

2019-04-19 

Date of Certification Decision: 

2022-03-24 

Certification Effective Date: 

2022-04-18 

Certification Expiry Date: 

2025-04-18 
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900 Chelmsford Street 
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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 
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CT-MDSAP-2016-NA-EN-LT-P-3.JUN.21 

 






		2023-11-23T11:29:51+0200
	Moldova
	MoldSign Signature




