




 CERTIFICATO N. 
 CERTIFICATE N. 9190.CRC3  
         

 SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI 
 WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

CERACARTA SPA 

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC) Italy 

 UNITA' OPERATIVE / OPERATIVE UNITS 

 

Vedere gli Allegati per le Unità Operative (n. 2 pagine) 
View the Annexes for the Operative Units (n. 2 pages) 

 
                             E' CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 

 ISO 9001:2015 
                               PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES 

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale 
e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a lettura/scrittura in radio 

frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per applicazioni elettrodiagnostiche e 
ad ultrasuoni, anche conto terzi. Commercializzazione ed immissione in commercio di accessori per 

applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Produzione di elettrodi per ECG. 
Gestione della produzione ed immissione in commercio di elettrodi per ECG. Immissione in commercio di 

piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti, carte fotografiche per video 
stampanti, stampanti e relativi materiali di consumo ed accessori  

Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on 
behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID). 

Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound 
procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical 

and ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG. 
Production management and placing on the market of electrods for ECG. Placing on the market of 

electrosurgical plates and defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, 
printers and related consumable and accessories 

 
Ulteriori informazioni riguardanti l'applicabilità dei requisiti ISO 9001:2015 possono essere ottenute consultando l'organizzazione  
Further clarifications regarding the applicability of ISO 9001:2015 requirements may be obtained by consulting the organization 

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL                                                                                                                                                                      
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE 

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE                                                                                                                                                   
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS 

 
DATE:  PRIMA CERTIFICAZIONE      EMISSIONE CORRENTE     SCADENZA 

 FIRST CERTIFICATION      CURRENT ISSUE      EXPIRY 

  26-11-2002       04-10-2023    07-10-2026 
 

 

 

__________________________ 
IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY 

                         Management Systems Division - Flavio Ornago 

 

 

 

 
 

 
 

MS N° 0005MS 
 

Membro degli Accordi di Mutuo                                         
Riconoscimento EA, IAF e ILAC 
Signatory of EA, IAF and ILAC                                                               
Mutual Recognition Agreements 

 
IAF: 07, 09, 19, 29, 12 

 

 
 
La validità del certificato è subordinata a sorveglianza annuale e riesame completo                                                                                                                                                  
del Sistema di Gestione con periodicità triennale 
The validity of the certificate is submitted to annual audit and a reassessment                                                                                                                                                                                
of the entire management System within three years 

 

 



ALLEGATO N. 9190.CRC3-1 
ANNEX N. 

 

 

         
CERACARTA SPA 

 

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC) Italy 
 

 
Attività: 
Activities: 
 
Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, 

medicale e biglietteria anche conto terzi. Produzione e stampa di etichette e biglietti anche a 
lettura/scrittura in radio frequenza (RFID). Sviluppo e produzione di creme, gel sterile e non sterile per 

applicazioni elettrodiagnostiche e ad ultrasuoni, anche conto terzi. Commercializzazione ed 
immissione in commercio di accessori per applicazioni elettrodiagnostiche, ad ultrasuoni e per 

strumenti elettromedicali. Produzione di elettrodi per ECG. Gestione della produzione ed immissione 
in commercio di elettrodi per ECG. Immissione in commercio di piastre per elettrobisturi e defibrillatori. 
Commercializzazione di video stampanti, carte fotografiche per video stampanti, stampanti e relativi 

materiali di consumo ed accessori. 
Manufacture and print of special recording chart papers for industrial, railway, medical use and 
ticketing also on behalf of third parties. Manufacture and print of labels and tickets also radio 

frequency reading/writing (RFID). Development and manufacture of creams, gels sterile and not sterile 
for electromedical and ultrasound procedures also on behalf of third parties. Trade and placing on the 

market of accessories for electromedical and ultrasound diagnostic devices and for electromedical 
equipment. Manufacture of electrods for ECG. Production management and placing on the market of 

electrods for ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade of 
videoprinters, photographic papers for videoprinters, printers and related consumable and accessories 

 

 
 

 

 

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA’ SVOLTE PRESSO IL SINGOLO  

SITO/UNITA’ OPERATIVA NELL’AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE 

RILASCIATA A CERACARTA SPA 

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT                                                      
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA 

 

PER LA VALIDITA’ RIFERIRSI AL CERTIFICATO N. 9190.CRC3  
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3 

 
DATE:  PRIMA CERTIFICAZIONE      EMISSIONE CORRENTE        SCADENZA 

 FIRST CERTIFICATION      CURRENT ISSUE         EXPIRY  

  26-11-2002 04-10-2023 07-10-2026 

 

 

 

                                 __________________________ 
                                                                  IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY  

        Management Systems Division - Flavio Ornago 

 

 

 

 
 

MS N° 0005MS 
 
Membro degli Accordi di Mutuo                                         
Riconoscimento EA, IAF e ILAC 
Signatory of EA, IAF and ILAC                                                               
Mutual Recognition Agreements 

Il presente documento integra il certificato n. 9190.CRC3 
This document is a part of certificate n. 9190.CRC3   

 
IAF: 07, 09, 19, 29, 12 
 
La validità del certificato è subordinata a sorveglianza annuale e riesame completo                                                                                                                                                  
del Sistema di Gestione con periodicità triennale 
The validity of the certificate is submitted to annual audit and a reassessment                                                                                                                                                                                
of the entire management System within three years 

 

 

 



ALLEGATO N. 9190.CRC3-2 
ANNEX N. 

 

 

         
CERACARTA SPA 

 

VIA GRAMADORA 12/14 - 47122 FORLI' (FC) Italy  
 
 
Attività: 
Activities: 
 

 
Produzione di creme, gel sterile e non sterile per applicazioni                                                       

elettrodiagnostiche e ad ultrasuoni, anche conto terzi 
Manufacture of creams, gels sterile and not sterile for electromedical  

and ultrasound procedures also on behalf of third parties 
 

 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

IL PRESENTE ALLEGATO HA LO SCOPO DI ESPLICITARE LE ATTIVITA’ SVOLTE PRESSO IL SINGOLO  

SITO/UNITA’ OPERATIVA NELL’AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE 

RILASCIATA A CERACARTA SPA 

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT                                                      
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO CERACARTA SPA 

 

PER LA VALIDITA’ RIFERIRSI AL CERTIFICATO N. 9190.CRC3  
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 9190.CRC3 

 
DATE:  PRIMA CERTIFICAZIONE      EMISSIONE CORRENTE        SCADENZA 

 FIRST CERTIFICATION      CURRENT ISSUE         EXPIRY  

  26-11-2002 04-10-2023 07-10-2026 

 

 

 

                                 __________________________ 
                                                                  IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY  

        Management Systems Division - Flavio Ornago 

 

 

 

 
 

MS N° 0005MS 
 

Membro degli Accordi di Mutuo                                         
Riconoscimento EA, IAF e ILAC 
Signatory of EA, IAF and ILAC                                                               
Mutual Recognition Agreements 

Il presente documento integra il certificato n. 9190.CRC3 
This document is a part of certificate n. 9190.CRC3   

 
IAF: 12 
 
La validità del certificato è subordinata a sorveglianza annuale e riesame completo                                                                                                                                                  
del Sistema di Gestione con periodicità triennale 
The validity of the certificate is submitted to annual audit and a reassessment                                                                                                                                                                                

of the entire management System within three years 

 

 

 



 

 
 
 
 
 
 
 
 

 
 

CISQ/IMQ has issued an IQNET recognized certificate that the organization: 
 

CERACARTA SPA 

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC) Italy 

VIA GRAMADORA 12/14 - 47122 FORLI' (FC) Italy  

has implemented and maintains a  
Quality Management System 

 
 for the following scope: 

Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on 

behalf of third parties. Manufacture and print of labels and tickets also radio frequency reading/writing (RFID). 

Development and manufacture of creams, gels sterile and not sterile for electromedical and ultrasound 

procedures also on behalf of third parties. Trade and placing on the market of accessories for electromedical and 

ultrasound diagnostic devices and for electromedical equipment. Manufacture of electrods for ECG. Production 

management and placing on the market of electrods for ECG. Placing on the market of electrosurgical plates and 

defibrillation pads. Trade of videoprinters, photographic papers for videoprinters, printers and related 

consumable and accessories 

 
which fulfils the requirements of the following standard:                                                                               

ISO 9001:2015 

 

 

Registration Number: IT – 112265-9190.CRC3 

 

 

 

 

Issued on: 
Expires on: 

2023/10/04 
2026/10/07 



 

Declaration of Conformity 
 

HL-7-0664DC DOI 2015/08 (1)                     

 
 
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 
                  
5267L Thromboplastin L 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: 06 Aug 2015 

 

 
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- 0512 DC DOI 2013/08 (4)                     

 
 
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 
                  
5556 Clauss Fibrinogen 50 55997 
5556H Clauss Fibrinogen 50 55997 
 

 

 

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: 05 Aug 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 

 



CERTIFICATE OF REGISTRATION

File Number A12241 Cycle Start Date May 23, 2023
Certificate Number 1459.230523 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  Medical and Regulatory Services of UL LLC® (UL Solutions).
Certificates may be verified by visiting the Online Certifications Directory on UL.com.

UL Medical and Regulatory
Services UL, LLC is an

MDSAP Recognized
Auditing Organization

UL Solutions
333 Pfingsten Road

Northbrook, IL  60062-2096 USA
MDSAP

Form-ULID-000725  Issue 5.0
Page 1 of 2

UL and the UL logo are trademarks of UL LLC © 2023

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

Facility ID: F001410

UL Medical Regulatory Services of UL LLC® (UL Solutions) issues this certificate to the Firm named above,
after auditing the Firm’s quality management system and finding it in conformance per the defined scope with
respect to:
ISO 13485:2016
EN ISO 13485:2016
with additional regulatory requirements listed on final page of this certificate.

The design and manufacture of in vitro diagnostic reagents for the detection of the blood groups.

Authorized by

Paul Hilgeman
Senior Business Manager - Medical

CMIT – Medical Regulatory

Check Certificate Status:
here

http://database.ul.com/certs/AZBA.A12241.pdf


CERTIFICATE OF REGISTRATION

File Number A12241 Cycle Start Date May 23, 2023
Certificate Number 1459.230523 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  Medical and Regulatory Services of UL LLC® (UL Solutions).
Certificates may be verified by visiting the Online Certifications Directory on UL.com.

UL Medical and Regulatory
Services UL, LLC is an

MDSAP Recognized
Auditing Organization

UL Solutions
333 Pfingsten Road

Northbrook, IL  60062-2096 USA
MDSAP

Form-ULID-000725  Issue 5.0
Page 2 of 2

UL and the UL logo are trademarks of UL LLC © 2023

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

Facility ID:  F001410
Additional Regulatory Requirements

Brazil:
- RDC ANVISA n. 665/2022
- RDC ANVISA n. 551/2021
- RDC ANVISA n. 67/2009

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



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

https://database.ul.com/certs/PDWS.A12241.pdf


EU Quality Management System Certificate
Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, Annex IX Chapter I

Certificate No. V13 123789 0004 Rev. 00

Page 1 of 2

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

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

SRN Manufacturer - GB-MF-000029354

Authorized
Representative:

Advena Ltd.
Tower Business Centre, 
2nd Floor, Tower Street, 
Swatar, BKR 4013, MALTA

The quality management system has been evaluated in accordance with Regulation (EU) 2017/746, 
Annex IX Chapter I with a positive result.

Details on devices covered by the quality management system are described on the following 
page(s). The report referenced below summarises the results of the assessment and includes 
reference to relevant CS, harmonised standards and test reports.
The certified quality management system is subject to periodical surveillance.

If class A devices in sterile conditions are covered by this certificate, the audit was limited to the 
aspects relating to establishing, securing, and maintaining sterile conditions.
If class B or C excluding self-/near-patient-testing, or class C companion diagnostics devices are 
covered by this certificate, the quality management system assessment was accompanied by the 
assessment of technical documentation for devices selected on a representative basis. The periodical 
surveillance includes further assessment of the technical documentation on the basis of 
representative samples.
If class D devices, class B or C self-/near-patient testing, or class C companion diagnostics devices 
are covered by this certificate, an EU Technical Documentation Assessment Certificate in accordance 
with Annex IX Chapter II is required before placing them on the market.

All applicable requirements of the Testing, Certification, Validation and Verification Regulations TÜV 
SÜD Group have to be complied with.
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:V13 123789 0004 Rev. 00

Report No.: 75959970_AR
Valid from: 2025-05-07
Valid until: 2030-05-06

Marta Carnielli
Issue date: 2025-05-07 Head of Certification IVD

https://www.tuvsud.com/ps-cert?q=cert:V13%20123789%200004%20Rev.%2000


EU Quality Management System Certificate
Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, Annex IX Chapter I

Certificate No. V13 123789 0004 Rev. 00

Page 2 of 2

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

Classification: Class D

Device Group: IVR 0101 - Immunohaematology (Blood grouping): ABO system

Intended Purpose: See product certificate

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

-

Rev. Dated Report Description        

 00 2025-05-07 75959970_AR Initial issuance











Certificate
No. Q5 020747 0242 Rev. 02

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

Holder of Certificate: Nova Biomedical Corporation
200 Prospect Street
Waltham MA 02454
USA

Certification Mark:

 

Scope of Certificate: Design and Development, Production, Distribution, 
Installation, Servicing and Technical Support of In-Vitro 
Diagnostic Reagents (Calibrators, Controls, Reagents, 
Sensors and Test Cartridges) and Instruments for Clinical 
Chemistry, Blood Gas and Hematology, including Near 
Patient / Point of Care and Self-Testing devices; The 
provision of manufacturing services of In-Vitro Diagnostic 
Reagents (Calibrators, Controls) for Clinical Chemistry, Blood 
Gas and Hematology, In-Vitro Diagnostic General Use 
Consumables; and Distribution of Lancets. 

 

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, Certification, 
Validation and Verification Regulations TÜV SÜD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q5 020747 0242 Rev. 02

Report No.: 72198686

Valid from: 2024-10-25
Valid until: 2027-10-24

Date, 2024-10-04 Christoph Dicks

Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20020747%200242%20Rev.%2002


Certificate
No. Q5 020747 0242 Rev. 02

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

Applied Standard(s): ISO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Nova Biomedical Corporation
200 Prospect Street, Waltham MA 02454, USA

Design and Development, Production, Distribution, Installation, 
Servicing and Technical Support of In-Vitro Diagnostic Reagents 
(Calibrators, Controls, Reagents, Sensors and Test Cartridges) 
and Instruments for Clinical Chemistry, Blood Gas and 
Hematology, including Near Patient / Point of Care and Self-
Testing devices; the provision of manufacturing services of In-Vitro 
Diagnostic Reagents (Calibrators, Controls) for Clinical Chemistry, 
Blood Gas and Hematology and In-Vitro Diagnostic General Use 
Consumables.

Nova Biomedical Corporation
39 Manning Road, Billerica MA 01821, USA

Production of Self-Testing and Near Patient / Point of Care test 
strips.

Nova Biomedical Corporation
165 Lexington Road, Billerica MA 01821, USA

Production of Self-Testing and Near Patient / Point of Care 
Instruments
.

Nova Biomedical Corporation
4 Enterprise Road, Billerica MA 01821, USA

Production of In-Vitro Diagnostic Instruments including Near 
Patient / Point of Care; Distribution of Finished Goods; Distribution 
of Lancets.

 .





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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