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QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Sunderland Enterprise Park
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The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.
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Declaration of Conformity 
 

HL-7- 0137 DC DOI 2013/10 (6)                     

 
 
In Application of the Council Directive 98/79/EC on the approximation of 
the laws of the Member States relating to In Vitro Diagnostic Medical 
Devices & CE marking.  
 
 
Declaration of conformance to applicable sections of Annex I - Essential 
Requirements and Annex III (EC Declaration of Conformity) imposed by 
sections 2 to 5. The below listed products are not classified under Annex II Lists 
A or B.  Access to the appropriate technical files will be made available to the 
appropriate body in the event this is required. 
 
 
 
 
Product  Description  GMDN 
Code   Classification Code 
                  
5186 Routine Control N  30590      
       
                  
 

 

 

I, the undersigned declare that the devices registered against the above GMDN 
Classification Code conforms to the said Directives. 

 
 
Full Name: M.J. Stephenson    Title: Managing Director 

 
 
Signed:       Date: 31st October 2013 
 

 

 

Tel +44 (0)191 482 8440 

Fax +44 (0)191 482 8442 

info@helena-biosciences.com 

www.helena-biosciences.com 

 

Helena Biosciences Europe 

Queensway South, Team Valley Trading Estate,  

Gateshead, Tyne and Wear, NE11 0SD, 

United Kingdom 

 



 

Declaration of Conformity 
 

HL-7- 0138 DC DOI 2013/10 (6)                     

 
 
In Application of the Council Directive 98/79/EC on the approximation of 
the laws of the Member States relating to In Vitro Diagnostic Medical 
Devices & CE marking.  
 
 
Declaration of conformance to applicable sections of Annex I - Essential 
Requirements and Annex III (EC Declaration of Conformity) imposed by 
sections 2 to 5. The below listed products are not classified under Annex II Lists 
A or B.  Access to the appropriate technical files will be made available to the 
appropriate body in the event this is required. 
 
 
 
 
Product  Description  GMDN 
Code   Classification Code 
                  
5187 Routine Control A  30590      
       
                  
 

 

 

I, the undersigned declare that the devices registered against the above GMDN 
Classification Code conforms to the said Directives. 

 
 
Full Name: M.J. Stephenson    Title: Managing Director 

 
 
Signed:       Date: 31st October 2013 
 

 

 

Tel +44 (0)191 482 8440 

Fax +44 (0)191 482 8442 

info@helena-biosciences.com 

www.helena-biosciences.com 

 

Helena Biosciences Europe 

Queensway South, Team Valley Trading Estate,  

Gateshead, Tyne and Wear, NE11 0SD, 

United Kingdom 

 



 

Declaration of Conformity 
 

HL-7- 0163 DC DOI 2014/05 (8)                     

 
 
In Application of the Council Directive 98/79/EC on the approximation of 
the laws of the Member States relating to In Vitro Diagnostic Medical 
Devices & CE marking.  
 
 
Declaration of conformance to applicable sections of Annex I - Essential 
Requirements and Annex III (EC Declaration of Conformity) imposed by 
sections 2 to 5. The below listed products are not classified under Annex II Lists 
A or B.  Access to the appropriate technical files will be made available to the 
appropriate body in the event this is required. 
 
 
 
 
Product  Description  GMDN 
Code   Classification Code 
5265 Thromboplastin LI 55983            
5265H Thromboplastin LI 55983               
5267 Thromboplastin LI 55983               
5269 Thromboplastin LI 55983  
 
 

I, the undersigned declare that the devices registered against the above GMDN 
Classification Code conforms to the said Directives. 

 
 
Full Name: M.J. Stephenson    Title: Managing Director 

 
 
Signed:       Date: 07 May 2014 
 

 

 

Tel +44 (0)191 482 8440 

Fax +44 (0)191 482 8442 

info@helena-biosciences.com 

www.helena-biosciences.com 

 

Helena Biosciences Europe 

Queensway South, Team Valley Trading Estate,  

Gateshead, Tyne and Wear, NE11 0SD, 

United Kingdom 

 



 

This is to certify that the management system of: 
Medica Corporation 
(FIN F002402) 

Main Site: 5 Oak Park Drive, Bedford, Massachusetts, 01730, United States 

Additional Site: 3 Oak Park Drive, Bedford, Massachusetts, 01730, United States  

has been registered by Intertek, an MDSAP recognized auditing organization, 
as conforming to the requirements of: 
 

ISO 13485:2016  

Brazil: Federal Law n. 6360/76; RDC ANVISA n. 16/2013; RDC ANVISA n. 23/2012; 

RDC ANVISA n. 67/2009; RDC ANVISA n. 56/2001 

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 

and management of cancer, immune status, disease status, autoimmune 

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

analytes, urinalysis, blood gases.   

 

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 

Calin Moldovean 
President, Business Assurance 
 
Intertek Testing Services NA, Inc.  
900 Chelmsford Street 
Lowell, MA, USA 01851 

 

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. Validity of this certificate may be verified at http://www.intertek.com/business-assurance/certificate-validation/ 

CT-MDSAP-2016-NA-EN-LT-P-3.JUN.21 

 

http://www.intertek.com/business-assurance/certificate-validation/


 

 
 
 

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 

 





        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810008 

 

 Certificate Holder: 
 

 MACHEREY-NAGEL GmbH & Co. KG  
 

 Valencienner Str. 11 
52355 Düren 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design, development, production and distribution of products  

for filtration, rapid tests, water analysis, service and administration 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 
 

 Validity:  The certificate is valid from 2020-05-29 until 2023-05-28. 

  

  

 2022-05-03 (Change) 

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810008  

 

 

 www.tuv.com 
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    No.  Location  Scope 
  H 
/01 c/o MACHEREY-NAGEL GmbH & Co. KG 

Valencienner Str. 11                                                            
52355 Düren                                                                     
Germany 

Design, development, production and 
distribution of products for filtration,  
rapid tests, water analysis, service  
and administration 

/02 c/o MACHEREY-NAGEL GmbH & Co. KG 
Neumann-Neander-Str. 6-8                                                        
52355 Düren                                                                     
Germany 

Design, development and production  
of products for chromatography  
and bioanalysis 

/03 c/o MACHEREY-NAGEL GmbH & Co. KG 
Papiermühle 50                                                                  
52349 Düren                                                                     
Germany 

Waste disposal 

/04 c/o MACHEREY-NAGEL GmbH & Co. KG 
Bahnstr. 120                                                                    
52355 Düren                                                                     
Germany 

Storage 

/05 c/o MACHEREY-NAGEL GmbH & Co. KG 
Monschauer Str. 64                                                              
52355 Düren                                                                     
Germany 

Production 

 

 2022-05-03    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 
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EC Certificate Tüvahei„.af?d

Full Quality Assurance System
Directive 98/79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

Products: Products for self-testing
— Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex lV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design—examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025-05-26

Issue date: 2022-02-16 S»

.\°“d LGA

R
bein/anod

Dipl.-Ing.
7

TÜV einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

offmann

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 1 of2



m/uzo h 04.03 @ TÜV: TUEV and TUV are registered trademarks. Unirsatlon and application lequrres prior approval

EC Certificate Tüvahemraftd

Full Quality Assurance System
Directive 98I79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Düren
Germany

/02 MACHEREY—NAGEL GmbH & Co. KG Warehousing and Iogistics
Bahnstr. 120
52355 Düren
Germany

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025—05-26

Issue date: 2022-02-16

TÜV R einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98I79/EC concerning in vitro
diagnostic medical devices with the identification number 0197.

Page 2 of 2
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PRIME PLUS / VET SHELF-LIFE & WARRANTY INFORMATION REV: 07/2021

Stat Profile® Prime Plus and Stat Profile Prime Plus VET

DESCRIPTION WARRANTY SHELF LIFE

57820 Prime-Plus Sensor Card: w/ COOx (Standard) 14 Days/200 Samples* 12 Mos

57822 Prime-Plus Sensor Card: w/ COOx (High Volume) 14 Days/400 Samples* 12 Mos

58642 Prime-Plus Sensor Card: NO COOx (Standard) 14 Days/200 Samples* 12 Mos

58643 Prime-Plus Sensor Card: NO COOx (High Volume) 14 Days/400 Samples* 12 Mos

57821 Prime-Plus: Renal Micro Sensor Card 7 Days/200 Samples* 12 Mos

58577 Prime-Plus VET- Sensor Card: w/ COOx (High Volume) 14 Days/400 Samples* 12 Mos

58578 Prime-Plus VET- Sensor Card: NO COOx (High Volume) 14 Days/400 Samples* 12 Mos

58581 Prime-Plus VET- Renal Micro Sensor Card 7 Days/200 Samples* 12 Mos

58379 Prime-Plus Sensor Card- BLANK RENAL Sensor Card: (Clinical & VET) Free of Defects n/a

57823 Reference Sensor- Prime-Plus (w/ W/R Pump Tubing) (CLINICAL) Free of Defects 18 Mos

59345 Reference Sensor- Prime-Plus (w/ W/R Pump Tubing) (VET) Free of Defects 18 Mos

57825 Stat Profile Prime Plus® Calibrator Cartridge 100 Sample 100 Samples or 35 Days 18 Mos

57826 Stat Profile Prime Plus® Calibrator Cartridge 200 Sample 200 Samples or 35 Days 18 Mos

57827 Stat Profile Prime Plus® Calibrator Cartridge 300 Sample 300 Samples or 35 Days 18 Mos

57828 Stat Profile Prime Plus® Calibrator Cartridge 400 Sample 400 Samples or 35 Days 18 Mos

57829 Stat Profile Prime Plus® Calibrator Cartridge 500 Sample 500 Samples or 35 Days 18 Mos

57831 Stat Profile Prime Plus® Calibrator Cartridge 100 Sample with Creat / BUN 100 Samples or 21 Days 18 Mos

57832 Stat Profile Prime Plus® Calibrator Cartridge 200 Sample with Creat / BUN 200 Samples or 21 Days 18 Mos

57833 Stat Profile Prime Plus® Calibrator Cartridge 300 Sample with Creat / BUN 300 Samples or 21 Days 18 Mos

57834 Stat Profile Prime Plus® Calibrator Cartridge 400 Sample with Creat / BUN 400 Samples or 21 Days 18 Mos

57835 Stat Profile Prime Plus® Calibrator Cartridge 500 Sample with Creat / BUN 500 Samples or 21 Days 18 Mos

58395 Stat Profile Prime Plus® VET Calibrator Cartridge 200 Sample 200 Samples or 35 Days 18 Mos

58396 Stat Profile Prime Plus® VET Calibrator Cartridge 500 Sample 500 Samples or 35 Days 18 Mos

58405 Stat Profile Prime Plus® VET Calibrator Cartridge 200 Sample with Creat / BUN 200 Samples or 21 Days 18 Mos

58404 Stat Profile Prime Plus® VET Calibrator Cartridge 500 Sample with Creat / BUN 500 Samples or 21 Days 18 Mos

57838 Stat Profile Prime Plus® Auto QC Cartridge 160 Sample 160 Samples or 32 Days 18 Mos

57839 Stat Profile Prime Plus® Auto QC Cartridge 320 Sample 320 Samples or 32 Days 18 Mos

57840 Stat Profile Prime Plus® Auto QC Cartridge 480 Sample 480 Samples or 32 Days 18 Mos

57841 Stat Profile Prime Plus® Auto QC Cartridge 105 Sample with Creat / BUN 105 Samples or 21 Days 18 Mos

57842 Stat Profile Prime Plus® Auto QC Cartridge 210 Sample with Creat / BUN 210 Samples or 21 Days 18 Mos

57843 Stat Profile Prime Plus® Auto QC Cartridge 315 Sample with Creat / BUN 315 Samples or 21 Days 18 Mos

58406 Stat Profile Prime Plus® VET Auto QC Cartridge 160 Sample 160 Samples or 32 Days 18 Mos

58407 Stat Profile Prime Plus® VET Auto QC Cartridge 480 Sample 480 Samples or 32 Days 18 Mos

58408 Stat Profile Prime Plus® VET Auto QC Cartridge 105 Sample with Creat / BUN 105 Samples or 21 Days 18 Mos

58409 Stat Profile Prime Plus® VET Auto QC Cartridge 315 Sample with Creat / BUN 315 Samples or 21 Days 18 Mos

57844 Stat Profile Prime Plus® Ampuled Controls BG, COOX Levels 1, 2, 3  Free of Defects 12 Mos

57845 Stat Profile Prime Plus® Ampuled Controls Chemistry Levels 4,5 Free of Defects 12 Mos

Sensors Cards

Calibrators

AQC Packs



57812 Stat Profile Prime Plus® VET Ampuled Controls BG, COOX Levels 1, 2, 3  Free of Defects 12 Mos

57813 Stat Profile Prime Plus® VET Ampuled Controls Chemistry Levels 4,5 Free of Defects 12 Mos

52669 Luer Station Safety Port (5/pack) (Prime/Prime-Pllus) Free of Defects

52582 Probe/S-Line Assy : Prime/Prime-Plus Free of Defects

49200 Printer Paper (rolls: 5/pkg) (small-style) Free of Defects

Electro-Mechanical Components & Assemblies

*Whichever comes first.

NOTE:  THE WARRANTED USE EXPRESSED ABOVE IS ONLY VALID IF IT OCCURS 

PRIOR TO THE "USE BEFORE DATE"  LISTED ON THE PACKAGE LABEL.

Miscellaneous:
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