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Product Service

Certificate

No. Q5 020747 0242 Rev. 02

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

Certification Mark:

tuvsud.com/ps-cert

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 TUV SUD 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 TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q5 020747 0242 Rev. 02
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Report No.: 72198686

Valid from: 2024-10-25
Valid until: 2027-10-24
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Date, 2024-10-04 Christoph Dicks
Head of Certification/Notified Body

ZERTIFIKAT & CERTIFICATE
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TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



http://www.tuvsud.com/ps-cert?q=cert:Q5%20020747%200242%20Rev.%2002
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ZERTIFIKAT & CERTIFICATE
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

&1

Product Service

No. Q5 020747 0242 Rev. 02

Applied Standard(s):

Facility(ies):
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ISO 13485:2016

(EN ISO 13485:2016/AC:2018, EN I1SO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

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.

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Self-Declaration of Conformity To European Parliament and Council Directive 98/79/EC
In Vitro Diagnostic Medical Device Directive (IVDD)

Product name:

Catalog Numbers:
Classification:

Near Manufacturer:

Representative:

Authorized Representative:

Conformity Assessment Route:

Nova Stat Profile Prime Analyzer System Family including
Reagents, Calibrators and Controls

List Attached (two pages)
Other/General

Nova Biomedical Corporation
200 Prospect Street
Waltham, MA 02454 USA
William Jacques, Director of Regulatory and Quality
Nova Biomedical GmbH
Hessenring 13 A, Geb. G
64546 Morfelden-Walldorf
Germany

Tel: +49 6105 4505-0

Annex llI

Nova Biomedical, Inc. declares that the products listed are in conformity with the provisions of the Council
Directive 98/79/EC for in vitro diagnostic medical devices, including applicable essential requirements of
Annex | for legal application of the CE Mark. All supporting documentation is retained under the premises of

the manufacturer.

Nova Biomedical, Inc. declares that the electronic products listed are in conformity with the provisions of the
Council Directive 2011/65/EC on the restriction of the use of certain hazardous substances in electrical and

electronic equipment (RoHS).

Standards Applied:

EN ISO 13485:2016 Medical devices. Quality management systems. Requirements for regulatory purposes

EN ISO 14971:2012 Medical devices — Application of risk management to medical devices

EN 61010-1:2010

EN 61010-2:101:2015

Signature:

Safety requirements for electrical equipment for measurement, control, and laboratory
use -Part 1: General requirements

Safety requirements for electrical equipment for measurement, control, and laboratory
use - Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment

William Jacques, Director fof Regulatory and Quality c €

Date: j—v( /&?.L'/zg Zu

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 22 July 2020

www.novabiomedical.com
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List of Catalog items covered:

gzt:‘ll:;egr Product Name Srn?t?er SLor:‘::I Medical Device Nomenclature (GMDN) g:}l’\gzl EDMS
14631 Power Cord Int 230V 56672 |Point-of-Care blood gasfhaemoximetry analyser IVD 21-02-02
38846 Nova Biomedical Capillary Tube Clot Catcher 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
38883 gt:ttciéfﬁle Critical Care Xpress Syringe Clot 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
42032 Prime Sensor Card CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42033 Prime Sensor Card CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42043 Prime Reference Cartridge 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52484 Prime Pump Harness 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52582 Prime Probe S Line 100 ul 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52616 Prime Tubing L1 L2 L3 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52617 Prime Tubing Harness ABG/CCS 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52669 Prime Safety Sample Port 5 Pk 56672 Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52703 Prime Acc Pack 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52856 Prime CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52857 Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
53418 Remanufactured Prime CCS 56672 |Point-of-Care blood gas/fhaemoximetry analyser IVD 21-02-02
53420 Remanufactured Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53656 Prime CCS w/Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53657 Prime CCS Comp w/Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53666 Remanufactured Prime CCS w/ Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
53667 Remanufactured Prime CCS Comp w/ Scanner |56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
55263 Prime Sensor Card CCS (High Volume) 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
55264 Prime Sensor Card CCS Comp (High Volume) |56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42031 Prime Sensor Card ABG 56671 Point-of-Care blood gas analyzer IVD 21-02-02
52855 Prime ABG 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
53421 Remanufactured Prime ABG 56671 Point-of-Care blood gas analyzer IVD 21-02-02
53655 Prime ABG w/ Scanner 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
53665 Remanufactured Prime ABG w/ Scanner 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
55262 Prime Sensor Card ABG (High Volume) 56671 Point-of-Care blood gas analyzer IVD 21-02-02
25217 szﬁ)rggksmndard Set A Levels 1,2,3,4 52860 :\{’I,Lgtliglsn?rlg!od gas/haemoximetry/electrolyte analyte 11-50-90-01-00
55229  |Nova Linearity Level 1,2,3,4 52860 m‘gfiﬂ'jn?r'gfd gas/hasmoximetry/electrolyte analyte | 1454 90:61-00
56198  |Linearity Standard Set G Multipack 52860 m‘gfiz'jn?r'gf’d gashaemoximetry/electrolyte analyte | 14 44 95.96.00

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800
www.novabiomedical.com

Rev. 22 July 2020

Page 2 of 3




Catalog GMDN |Global Medical Device Nomenclature (GMDN) DIMDI EDMS
Number Product Name Number |Name Code
45150 |Prime Auto QC Cartridge CCS 200 Sample  |52860 |\ P1e blood gasihaemoximetry/electrolyte analyte | 44.50.90.01-00
52714  |Prime Ampuled Control ABG/CCS 52860 [\ Ple blood gashaemoximetrylelectrolyte analyte | 11.50.90-01-00
52864  |Prime Auto QC Cartridge CCS 300 Sample 52860 | vt IP\® Plood gashaemoximetrylelectrolyte analyte | 11_50.90.01.00
53107 |Prime Auto QC Cartridge ABG 200 Sample 52860 | \1Pie blood gasfhaemoximetry/electrolyte analyte | 11_5.99.91.00
53108  |Prime Auto QC Cartridge ABG 300 Sample 52860 mgﬁ‘;'(fn?r'gfd gashasmoximetry/clockiolfto analyte: | 44 5 55465460
53455 | Prime Auto QC Cartridge CCS 100 Sample (52860 | MaPle blood gasihaemoximetry/electrolyte analyte | 41_50.99.91.00
53456 | Prime Auto QC Cartridge ABG 100 Sample (52860 | MuPle blood gashaemoximetry/electrolyte analyte | 41_50.99.91.00
Prime Calibrator Cartridge CCS Comp 300 Multiple blood gas/haemoximetry/electrolyte analyte A :
52427 |gomS s 52859 | P 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 100 Multiple blood gas/haemoximetry/electrolyte analyte
52861  |ooriic 2 e 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
52862 Prime Calibrator Cartridge CCS 100 Sample 52859 IVD. calibrator 11-04-04-03-00
52863  |Prime Calibrator Cartridge CCS 300 Sample 52859 | \liple blood gasihaemoximetry/electrolyte analyte | 11_44.94.03.00
53104 |Prime Calibrator Cartridge ABG 100 Sample  |52859 | \11Ple blood gasihasmoximetry/electrolyte analyte | 11.04.04.03.00
Prime Calibrator Cartridge CCS Comp 400 Multiple blood gas/haemoximetry/electrolyte analyte
53105 |ooriie BOREE |t 11-04-04-03-00
53359 |Prime Calibrator Cartridge ABG 300 Sample (52859 | Mple blood gasihaemoximetry/electrolyte analyte | 1.4 04.03.00
53360 | Prime Calibrator Cartridge ABG 200 Sample (52859 | M ple blood gashaemoximetry/electrolyte analyte. | 1154 04.93.00
53364  |Prime Calibrator Cartridge CCS 200 Sample (52859 | \aitPle blood gas/haemoximetry/electrolyte analyte | 414 44.03.00
Prime Calibrator Cartridge CCS Comp 200 Multiple blood gas/haemoximetry/electrolyte analyte
53365 | 52858 | e oy 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
53463 Prime Calibrator Cartridge ABG 400 Sample 52859 IVD. calibrator 11-04-04-03-00
53464  |Prime Calibrator Cartridge ABG 500 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 14 4 04 0300
IVD, calibrator
53465 | Prime Calibrator Cartridge ABG 600 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 44 4 04 03.00
VD, calibrator
53466  |Prime Calibrator Cartridge CCS 400 Sample (52859 | \IiPle blood gasihaemoximetry/electrolyte analyte | 1.4 04.03.00
53467 | Prime Calibrator Cartridge CCS 500 Sample  |52859  |Multiple blood gas/haemoximetry/electrolyte analyte | 44 44 54 63 00
IVD, calibrator
53468 |Prime Calibrator Cartridge CCS 600 Sample | 52859 ?{“{‘Ejt'gzigg‘;‘ggas’ haemoximetry/electrolyte analyte | 1 14 14 93 09
Prime Calibrator Cartridge CCS Comp 500 Multiple blood gas/haemoximetry/electrolyte analyte B i
53460 | 52860 |\ s 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 600 Multiple blood gas/haemoximetry/electrolyte analyte
53470 | (ime 62850 |V b oter 11-04-04-03-00
52865 Stat Profile Prime Calibrator Flush Fixture 56672 |Point-of-Care blood gas/haemoximetry analyzer IVD 21-02-02

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800
www.novabiomedical.com

Rev. 22 July 2020
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CERTIFICATE OF COMPLETION

This is to certify that

Sergiu Sorocovici

has successfully completed Stat Profile Prime Plus Service and Application
Training.

April 10-11, 2023
Date of Training Huseyin Dibekkaya

Support Training Program Facilitator
Chisindu / Moldova International Regional Support Manager

Location of Training
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