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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 003096 0003 Rev. 01

Product Service

Holder of Certificate: = Guangzhou iCare

Medical Technology Co., Ltd.
First floor A No.8

Lianhua Port Industrial Zone

Lotus Mountain Bonded Area, Shilou Town
Panyu District

511440 Guangzhou

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN ISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: = Production and Distribution of
Insulin pen needles, Safety Lancets,
Disposable Insulin Syringes (with Needle),
Alcohol Pads

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned above
has established and is maintaining a quality management system (excluding subclause 7.3), which
meets the requirements of the listed standard(s). All applicable requirements of the testing and
certification regulation of TUV SUD Group have to be complied with. For details and certificate validity
see: www.tuvsud.com/ps-cert?g=cert:Q6 003096 0003 Rev. 01

Report No.: SH21124101
Valid from: 2021-08-27
Valid until: 2024-06-28

c@t(\/

Christoph Dicks
# Head of Certification/Notified Body

Dat 2021-08-27

e’Digitally signed by Ceaicovschi Tudor
Date: 2023.02.16 09:48:03 EET
Reason: MoldSign Signature
Location: Moldova

un s ®
Page 1 of 2 Tav

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


http://www.tuvsud.com/ps-cert?q=cert:Q6%20003096%200003%20Rev.%2001%C2%A0
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 003096 0003 Rev. 01

Product Service

Applied Standard(s):  ENSO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Guangzhou iCare Medical Technology Co., Ltd.
First floor A No.8, Lianhua Port Industrial Zone, Lotus Mountain
Bonded Area, Shilou Town, Panyu District, 511440 Guangzhou,
PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



(g) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product Name Catalogue Number
Anti-A Monoclonal 600010

has been classified as List A (Directive 98/79/EC, Annex Il) and complies with
the essential requirements and provisions of Directive 98/79/EC of the
European Parliament and of the Council (also SI 2002 No.618 which
transposes the requirements of Directive 98/79/EC) and the Commission
Decision on Common Technical Specifications 2009/108/EC.

and is in conformity with the national standards transposing harmonised
standards:

BS EN ISO 13485:2012
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 IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

)

{r,n“ﬁ\ MRAGENNT

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com
Berkshire RG6 4UT United Kingdom www.lornelabs.com

YSTEMS
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



(g) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product Name Catalogue Number
Anti-B Monoclonal 610010

has been classified as List A (Directive 98/79/EC, Annex Il) and complies with
the essential requirements and provisions of Directive 98/79/EC of the
European Parliament and of the Council (also SI 2002 No.618 which
transposes the requirements of Directive 98/79/EC) and the Commission
Decision on Common Technical Specifications 2009/108/EC.

and is in conformity with the national standards transposing harmonised
standards:

BS EN ISO 13485:2012
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 IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

)

{r,n“ﬁ\ MRAGENNT

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com
Berkshire RG6 4UT United Kingdom www.lornelabs.com

YSTEMS
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



(g) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product Name Catalogue Number
Anti-D Duoclone Monoclonal 740010

has been classified as List A (Directive 98/79/EC, Annex Il) and complies with
the essential requirements and provisions of Directive 98/79/EC of the
European Parliament and of the Council (also SI 2002 No.618 which
transposes the requirements of Directive 98/79/EC) and the Commission
Decision on Common Technical Specifications 2009/108/EC.

and is in conformity with the national standards transposing harmonised
standards:

BS EN ISO 13485:2012
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 IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

)

{r,n“ﬁ\ MRAGENNT

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com
Berkshire RG6 4UT United Kingdom www.lornelabs.com

YSTEMS
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



CERTIFICATE

EC No 1434-IVDD-133/2019

EC Design-Examination

Directive 98/79/EC on in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate, Danehill, Lower
Earley, Berkshire RG6 4UT, United Kingdom

in vitro diagnostic medical devices
List A

Products list in attachments: 1

in terms of design documentation, comply with requirements of Annex IV section 4 to Directive 98/79/EC (as
amended) implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 10.04.2019 to 23.05.2023
The date of issue of the Certificate: 10.04.2019
The date of the first issue of the Certificate: 10.04.2019

1434 "’3&2.";5}1!712?3

Application No: 649/2019
Module: H6

Polish Centre for Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl



Certificate No 1434-1VDD-133/2019
Issued under the Contract No MD-59/2019
Bears the PCBC hologram.

Warsaw, 10.04.2019



ANNEX 1 TO CERTIFICATE
VALID ONLY WITH CERTIFICATE

No 1434-IVDD-133/2019

The products detailed below are covered under the scope of this certificate:

Name: GMDN code:
Anti-A Monoclonal, 600010 52532
Anti-B Monoclonal, 610010 52538
Anti-A,B Monoclonal, 620010 46442
Anti-D Clone 1 Monoclonal, 730010 52647
Anti-D Clone 2 Monoclonal, 710010 52647
Anti-D Duoclone Monoclonal, 740010 52647
Anti-C Monoclonal, 690005 52546
Anti-E Monoclonal, 691005 52562
Anti-c Monoclonal, 692005 52547
Anti-e Monoclonal, 693005 52563
Anti-C+D+E Monoclonal, 700010 52550
Anti-K Monoclonal, 760010 52593
mgr Anna
1434 Vice-President

Polish Centre for Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl



Annex 1 to certificate No. 1434-IVDD-133/2019
Issued under the Contract No. MD-59/2019
Bears the PCBC hologram.

Warsaw, 10.04.2019



EC Certificate TOVRheinland

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

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
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 IV, 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~

TillystraRe 2 - 90431 Nurnberg - Germany

TUV 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 of 2

10/020h 04.08 ®

TUV, TUEV and TUV are registered trademarks. Utili




EC Ce rtIfICate Tl'.'lVRheinIarc?d

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

Registration No.: HL 1038121-1

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

/02 MACHEREY-NAGEL GmbH & Co. KG Warehousing and logistics
Bahnstr. 120
52355 Diren

Germany
Report No.: 1106581-20
Effective date: 2022-02-16
Expiry date: 2025-05-26
Issue date: 2022-02-16

& 7 :
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nurnberg - Germany

TUV 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 2 of 2

10/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810008

Certificate Holder: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Duren
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) /&I/Qé/)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

A TUVRheinland®

Akkrediti tell . .
0-ZM-16031-01.00 Precisely Right.

(( DAKKS

Deutsche

www.tuv.com




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No.

No.

/01

/02

/03

/04

/05

01 100 1810008

Location

c/o MACHEREY-NAGEL GmbH & Co.

Valencienner Str. 11
52355 Diren
Germany

c/o MACHEREY-NAGEL GmbH & Co.

Neumann-Neander-Str. 6-8
52355 Diren
Germany

c/o MACHEREY-NAGEL GmbH & Co.

Papiermiihle 50
52349 Duren
Germany

c/o MACHEREY-NAGEL GmbH & Co.

Bahnstr. 120
52355 Diren
Germany

c/o MACHEREY-NAGEL GmbH & Co.

Monschauer Str. 64
52355 Duren
Germany

2022-05-03

www.tuv.com

ISO 9001:2015

KG

KG

KG

KG

KG

Scope

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

Design, development and production
of products for chromatography
and bioanalysis

Waste disposal
Storage

Production

TOV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kaoln

Page 1 of 1

A TUVRheinland®

Precisely Right.



Certificate TOVRHEnand

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1038121-1

Organization: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

Scope: Design and development, manufacture and distribution of in vitro diagnostic
test strips including self-testing devices and reflectometers used in the field
of urine, gastric and vaginal fluid analysis, as well as in vitro diagnostic
products for bioanalytical sample preparation.

(see attachment for sites included)

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are
management system is subject to yearly surveillance.

Report No.: 1094054 -20
Effective date: 2020-05-29
Expiry date: 2023-05-28
Issue date: 2022-02-16 . I X i
R‘%O Dipl.-Ing—S Hoffmann
TUV Rheinland LGA Products GmbH
« DAKKS TillystraRe 2 - 90431 Nirnberg - Germany
Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02 172

0/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1038121-1

Organization:

The scope of certification also covers the following:

Valencienner Str. 11
52355 Diren
Germany

No. Facility
/01 c/o MACHEREY-NAGEL GmbH & Co.

KG

Valencienner Str. 11
52355 Diren
Germany

/02 c/o MACHEREY-NAGEL GmbH & Co.

KG

Neumann-Neander-Str. 6-8
52355 Diren

Germany

/03 c/o MACHEREY-NAGEL GmbH & Co.

KG
Bahnstr. 120
52355 Diiren

Germany
Report No.: 1094054 -20
Effective date: 2020-05-29
Expiry date: 2023-05-28
Issue date: 2022-02-16
(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

P ®
TUVRheinland

MACHEREY-NAGEL GmbH & Co. KG

Scope

Design and development, manufacture and
distribution of in vitro diagnostic test strips
including self-testing devices and
reflectometers used in the field of urine,
gastric and vaginal fluid analysis, as well as
in vitro diagnostic products for bioanalytical
sample preparation.

Design and development, manufacture and
quality control of in vitro diagnostic products
for bioanalytical sample preparation.

Warehousing and logistics

" ! W Dipl.-Ing. S. Hoffmann
TUV Rieinland LGA Products GmbH

TillystralRe 2 - 90431 Nirnberg - Germany

2712

10/020 h 04.08 ®

TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Specialized Waste Management Company
Certificate Registration No.: 01 400 0114 (Certificate for Decoration)

On 2022-03-11 TUV Rheinland Cert GmbH carried out a voluntary inspection on the
premises of

MACHEREY-NAGEL
GmbH & Co. KG
Valencienner Stral3e 11
D- 52355 Diren

as part of a repeat audit with regard to the criteria contained in the Ordinance on Specialized
Waste Management Companies (EfbV) on the basis of Art. 56 and 57 KrwG.

This Certificate is valid for

Site
Papiermiihle 50 ¢ D- 52349 Diiren
(Waste producer number: E35828749, waste management number: E35837000)

and covers the storage, treatment and disposal of waste Code no. 16 05 06*, 16 05 07* and 16 05 08*
as stated in annex 1 of the official certificate according to annex 3 of EfbV.

Evidence was provided in Audit Report No. 37189536 that the above conditions have been met.

According to Art. 22 EfbV this Certificate is valid until 2023-08-31. The next audit (at least one
audit per year as specified in Art. 22 EfbV) will be conducted until 2023-02-28. This Certificate
is valid only in connection with the official certificate dated from 2022-07-13 according to
annex 3 of EfbV.

Cologne, 2022-07-13

Y vd v

TUV Rheinland Cert GmbH EfbV- Expert
EfbV- Certification Body Thomas Nitsche
Christoph Schmieder

www.tuv.com A TUVRheinland”
Precisely Right.
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biomedical

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:

Manufacturer:

Representative:

Authorized Representative:

Conformity Assessment Route:

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

Nova Stat Profile Prime Plus Analyzer System 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 I

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

Technical Documentation for the Assessment of Electrical and Electronic Products with

EN 50581:2012
EN 61010-1:2010

EN 61010-2:101:2015

Signature:

Respect to the Restriction of Hazardous Substances

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, Direlctor of Regulatory and Quality

Date: J v ’/7—"//&3‘?«0

€

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

Rev. 24 July 2020

www.novabiomedical.com

Page 1 of 3



List of Catalog Items Covered:

Catalog Product Name Global Medical Device Nomenclature (GMDN) GMDN DIMDI EDMS

Number Name Number Code
57400 |Stat Profile Prime Plus® Analyzer ES;T;'ZO;;CIf/rg single ciianriel clinical Ehemisty 56681 21-02
59508 ;Séztrfargﬂlfzgaiggflus@ Analyzer zr?;ltl-zo;;cl?/rg single channel clinical chemistry 56681 21-02
57820 vsvt|taht (P)r(c)a?)l)e( Prime Plus MicroSensor Card™ ::iar;)t/-zo;‘ﬁ%rg single channel clinical chemistry 56681 2102
57821 gtjrt\ll':’gfélzﬁl:‘ﬁ‘rge Plus MicroSensor Card™ :r?iar;)tl-zoef;ci:\a/rg single channel clinical chemistry 56681 21-02
57822 \iﬁ’: gggl)e( l(jl-rllgr? \I;(I)Lljjnl\‘/gfroSensor Card™ z:;rll)t,-zo;‘;cﬁ/rg single channel clinical chemistry 56681 21-02
57823 |Stat Profile Prime Plus Reference Cartridge :ﬁgl‘;’z";ﬁf/rg single channel:dlinical chenistry. 56681 21-02
57825 1S(t)a(a)t g;?jrl)elePrime Plus Calibrator Cartridge {\\/I/LE)It’i;;Le"glrc;?grgas/haemoximetry/electrolyte analyte 52859 11-04-04-03-00
57826 g(t)%t SP;?T:i:)elePrime Plus Calibrator Cartridge :\\/I/Lljjlt,ipélae"E:Z(t):rgas/haemoximetry/eleotrolyte analyte 52859 11-04-04-03-00
57827 ?é%t SP;(r)TfligleePrime Plus Calibrator Cartridge :\\/I/llelt’ip::lae"Elrc;?:rgas/haemoximetry/electrolyte analyte 52859 11-04-04-03-00
57828 f(t)%t g’;crarml’lFljePrime Plus Calibrator Cartridge :\\/I/tljjl'fizlae“Elrg?grgas/haemoximetry/electrolyte analyte 52859 11-04-04-03-00
57829 F?é%t SP;cr)r?;elaePrime Plus Calibrator Cartridge :\\/I/Llljltyi;z:lat-:‘”glrc;?grgas/haemoximetry/electrolyte analyte 52859 11-04-04-03-00
57831 1S(t)z—z)t SP;?:;I)eIercirt]:\ecF;leuast S)glbb[\rjator Cartridge }\\/I/tgt'u(a;iglrc;?grgas/haemoxnmetry/electrolyte analyte 52859 11-04-04-03-00
57832 %&z)t g;?:‘l)elerziﬁr;}ecligjast ?gltijb,\rlator Cartridge :\\/I/LE)l’fipélae"glrgct)grgas/haemoximetry/electrolyte analyte 52859 11-04-04-03-00
57833 ?(t)%t SP::\(;?;I)eler:/iirt?leCF;gjast /Cgllinl\rjator Cartridge :\\/I/Llljl’fip():lae"glrc;?:rgas/haemoximetry/electrolyte analyte 52859 11-04-04-03-00
57834 i(t)%t SP:r)r?;l)?eP\;/iirtT\eCPrgjast S)gllin'Ilator Cartridge II\\/l/llJDI’fizIae“g:;?grgas/haemoximetry/electrolyte analyte 52859 11-04-04-03-00
57835 gé%t ggr):;l)eleP\Liirtr;]eCPrleuast ?gllinr:lator Cartridge :\\/I/lljjlt‘i;c);iglrz?grgas/haemoximetry/electrolyte analyte 52859 11-04-04-03-00
57838 ggar;;r;)ﬁle Prime Plus Auto QC Cartridge 160 :\\/I/lgt,i?;’oen?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57839 g;aéglrgﬁle Prime Plus Auto QC Cartridge 320 :\\/I/LE)I’fipélsntt)rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57840 gtaar:q Elfﬂle Prime Plus Auto QC Cartridge 480 Il\\llltljjlfirél:ntt)rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57841 g’;ar’; FF:I:C\I/ietthx::;tF;hésU .I“iluto QC Cartridge 105 :\\/I/LIJDI’fip():Igntt)rlgr)d gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57842 g;ar;tq Elgaallﬁthrr‘r;ZtF;hésU ﬁuto QC Cartridge 210 N/gfi;;l(}en?ggﬁd gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57843 g;ar;;reoallﬁthrrl;Ztljllésuﬁuto QC Cartridge 315 :\C/%fip;l;en?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57844 (S_)tggl;(r?_fz\elelrsri;rjez%us Ampuled Controls BG, :\\/I/Lljjlt,izl:nkt)rl(())Fd gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57845 8’(;3ethirsotf:)I/eLI2:lirer:se 4PIEl)Js Ampuled Controls :\\II/LE)I’fi;c);Isn?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
58379 S}:;Ersc)g:]essrriénai;lus BUN, Creatinine - zrc]);r;)t,—zoef-rcr\a/rg single channel clinical chemistry 56681 21-02
58642 |Stat Profile Prime Plus MicroSensor Card™ :r?;rl‘;‘z";ﬁf/rg single channel clinical chemistry 56681 21-02
58643 Stat Profile Prime Plus MicroSensor Card™  |Point-of-care single channel clinical chemistry 56681 21-02

(High Volume)

analyzer IVD

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

Rev. 24 July 2020

www.novabiomedical.com
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Catalog Global Medical Device Nomenclature (GMDN) GMDN DIMDI EDMS
Number Produst Hama Name Number Code
55229  |Nova Linearity Level 1,2,3,4 Multiple blood gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
VD, control
56198 |Linearity Standard Set G Multipack Multiple blood gashaemoximetrylelectrolyte analyte | 52860 | 11-50-90-90-00
61656 Nova Linearity Creatinine/BUN/Hct Levels Multiple blood gas/haemoximetry/electrolyte analyte 52860 11-50-90-90-00

1,234

VD, control

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

Rev. 24 July 2020

www.novabiomedical.com
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ZERTIFIKAT & CERTIFICATE

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 020747 0242 Rev. 00

Product Service

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

Certification Mark:

DIN EN ISO
13485

H'H . Design and Development, Production, Distribution, Installation,
Scope of Certificate: Servicing and Technical Support of In-Vitro Diagnostic Clinical

Chemistry and Hematology (Co-Oximeter) Medical Devices including
Near Patient / Point of Care Analyzers, Calibrators, Controls,
Reagents, Sensors, Kits used in the Detection of Blood Analytes,
Electrolytes, pH, Metabolites; Self Testing and Near Patient / Point of
Care In-Vitro Diagnostic Devices for the Management of Diabetes
Blood Glucose, Ketone, Cholesterol and Uric Acid, including Meters,
Test Strips and Controls; Self Testing In-Vitro Diagnostic Medical
Devices for the Determination of the percent Hemoglobin A1c
(HbA1c), Total Cholesterol, High Density Lipoprotein (HDL)
Cholesterol and Triglycerides in Whole Blood, and Albumin and
Creatinine in Urine including Analyzers, Test Cartridges and
Controls; Contract Manufacturing of Electronic Medical Devices;
Contract Manufacturing of Disposable Medical Devices; 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 and certification
regulation of 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. 00

Report No.: 72166286
Valid from: 2021-10-29
Valid until: 2024-10-28

c@:(-v

Date, 2021-10-29 Christoph Dicks
Head of Certification/Notified Body

up g ®
Page 1 of 2 Tov
TOV SUD Product Service GmbH = Certification Body « Ridlerstrale 65 » 80339 Munich Germany
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 020747 0242 Rev. 00

Applied Standard(s):

Facility(ies):

Page 2 of 2

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(1SO 13485:2016)

DIN EN ISO 13485:2016

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

Production of Near Patient / Point of Care, and Self-Testing Meters
for the Management of Diabetes Blood Glucose, Ketone,
Cholesterol and Uric Acid.

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

Production of Near Patient / Point of Care, and Self-Testing Test
Strips for the Management of Diabetes Blood Glucose, Ketone,
Cholesterol and Uric Acid.

Distribution of Near Patient / Point of Care, and Self-Testing Test
Strips, Meters and Controls. Distribution of Lancets.

Nova Biomedical Corporation
200 Prospect Street, Waltham MA 02454, USA

Design and Development, Production, Distribution, Installation,
Servicing and Technical Support of In-Vitro Diagnostic Clinical
Chemistry and Hematology (Co-Oximeter) Medical Devices
including Near Patient / Point of Care Analyzers, Calibrators,
Controls, Reagents, Sensors, Kits used in the Detection of Blood
Analytes, Electrolytes, pH, Metabolites; Self Testing and Near
Patient / Point of Care In-Vitro Diagnostic Devices for the
Management of Diabetes Blood Glucose, Ketone, Cholesterol and
Uric Acid, including Meters, Test Strips and Controls; Self Testing
In-Vitro Diagnostic Medical Devices for the Determination of the
percent Hemoglobin A1c (HbA1c), Total Cholesterol, High Density
Lipoprotein (HDL) Cholesterol and Triglycerides in Whole Blood,
and Albumin and Creatinine in Urine including Analyzers, Test
Cartridges and Controls; Contract Manufacturing of Electronic
Medical Devices; Contract Manufacturing of Disposable Medical
Devices

TUV SUD Product Service GmbH « Certification Body - Ridlerstrae 65 * 80339 Munich « Germany

TOV®



PRIME PLUS / VET SHELF-LIFE & WARRANTY INFORMATION

Stat Profile® Prime Plus and Stat Profile Prime Plus VET

REV: 07/2021

DESCRIPTION WARRANTY SHELF LIFE
Sensors Cards

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
Calibrators

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
AQC Packs

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



57812 Stat Profile Prime Plus® VET Ampuled Controls BG, COOX Levels 1, 2, 3
57813 Stat Profile Prime Plus® VET Ampuled Controls Chemistry Levels 4,5

Miscellaneous:

52669 Luer Station Safety Port (5/pack) (Prime/Prime-Pllus)
52582 Probe/S-Line Assy : Prime/Prime-Plus
49200 Printer Paper (rolls: 5/pkg) (small-style)

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.

Free of Defects

Free of Defects

Free of Defects
Free of Defects

Free of Defects

12 Mos
12 Mos



CERTIFICATE

EC No 1434-IVDD-133/2019

EC Design-Examination

Directive 98/79/EC on in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate, Danehill, Lower
Earley, Berkshire RG6 4UT, United Kingdom

in vitro diagnostic medical devices
List A

Products list in attachments: 1

in terms of design documentation, comply with requirements of Annex IV section 4 to Directive 98/79/EC (as
amended) implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 10.04.2019 to 23.05.2023
The date of issue of the Certificate: 10.04.2019
The date of the first issue of the Certificate: 10.04.2019

1434 "’3&2.";5}1!712?3

Application No: 649/2019
Module: H6

Polish Centre for Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl



Certificate No 1434-1VDD-133/2019
Issued under the Contract No MD-59/2019
Bears the PCBC hologram.

Warsaw, 10.04.2019



ANNEX 1 TO CERTIFICATE
VALID ONLY WITH CERTIFICATE

No 1434-IVDD-133/2019

The products detailed below are covered under the scope of this certificate:

Name: GMDN code:
Anti-A Monoclonal, 600010 52532
Anti-B Monoclonal, 610010 52538
Anti-A,B Monoclonal, 620010 46442
Anti-D Clone 1 Monoclonal, 730010 52647
Anti-D Clone 2 Monoclonal, 710010 52647
Anti-D Duoclone Monoclonal, 740010 52647
Anti-C Monoclonal, 690005 52546
Anti-E Monoclonal, 691005 52562
Anti-c Monoclonal, 692005 52547
Anti-e Monoclonal, 693005 52563
Anti-C+D+E Monoclonal, 700010 52550
Anti-K Monoclonal, 760010 52593
mgr Anna
1434 Vice-President

Polish Centre for Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl



Annex 1 to certificate No. 1434-IVDD-133/2019
Issued under the Contract No. MD-59/2019
Bears the PCBC hologram.

Warsaw, 10.04.2019
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