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Certificate of Registration

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

By Royal Charter

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.

(o C_Saed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

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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UKAS Digitally signed by Ceaicovschi Tudor
MANAGEMENT Date: 2023.12.12 15:26:29 EET
Reason: MoldSign Signature
Location: Moldova
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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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

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

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2021-04-13

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

Effective Date: 2021-04-14
Expiry Date: 2024-04-13
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Anexanr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Cdtre: Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat al dispozitivelor medicale
Nr. 51 din 05.12.2023

Solicitantul ,,GBG-MLD"” SRL, cu sediul in mun. Chisindu, str. Albisoara 64/2, tel./fax: 022 54 73 73, e-mail
office@gbg.md, solicit respectuos inregistrarea in Registrul de stat al dispozitivelor medicale a
urmatoarelor categorii si tipuri de dispozitive medicale ale producatorului HELENA LABORATORIES (U.K.)
LIMITED pentru introducerea si punerea la dispozitie pe piata a urmatoarelor produse:

REF. NR. DENUMIREA PRODUSULUI
210100/5056013009801 Disposable Sample Cups 1x100
210300/5056013009832 SAS-1 Applicators
310300/5056013011224 SAS-3 Applicators
3100/5056013011163 REP PREP 1X250
3100If/5056013011187 REP PREP

Se anexeazad urmatoarele acte:

Notificarea pentru inregistrarea dispozitivelor medicale;
Declaratia pe proprie raspundere;

Declaratia de conformitate;

Scrisoarea de Autorizare;

vata 0. /7. /ﬁﬁj; cemnstors /

Tabelul de receptionare a notificarii X
(se completeaza de catre Agentie in momentul depunerii notificarii de catre %%J

\&
. . «;}m:_ ov
Comentarii cu privire la acceptul/refuzul }4 S
e : . €en |
receptiondrii notificdrii, inclusiv motivul refuzului ﬁ’f |
Data/nr. de ordine atribuit notificarii de catre [ , [
Agentie (in cazul acceptarii receptionirii) /{/Y . BAvY Ol( r 11.72. 207 2

Numele, prenumele, functia persoanei

responsabile de receptionarea dosarului ‘ ,Z@ N /( y‘ﬁ& auL g /0 //jo/m

Semnatura persoanei responsahile
9%0/)



Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre: Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat al dispozitivelor medicale
Nr. 52 din 05.12.2023

Solicitantul ,GBG-MLD” SRL, cu sediul in mun. Chisindu, str. Albisoara 64/2, tel./fax: 022 54 73 73, e-mail
office@gbg.md, solicit respectuos inregistrarea in Registrul de stat al dispozitivelor medicale a
urmatoarelor categorii si tipuri de dispozitive medicale ale producdtorului HELENA LABORATORIES (U.K.)
LIMITED pentru introducerea si punerea la dispozitie pe piata a urmatoarelor produse:

REF. NR. DENUMIREA PRODUS

. 200100 SAS-1 SP-24 Kit
. 7024 Kemtrol Serum Control - Normal Kit 10x2ml
7025 Kemtrol Serum Control - Abormal Kit 10x2ml
1 201300 SAS -1 Lactate Dehydrogenase Vis Kit
' 5134 CK/LD Control 5x2 ml
' 201100 SAS-1 Lipo Kit
- 5069 Lipotrol Control

200700 SAS-1 High-Res-12 Kit

Se anexeaza urmatoarele acte:

Notificarea pentru inregistrarea dispozitivelor medicale;
Declaratia pe proprie rdspundere;

Declaratia de conformitate;

Scrisoarea de Autorizare;
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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

Page 2 of 3




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

Page 3 of 3
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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®
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