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

Digitally signed by Ceaicovschi Tudor
Date: 2024.02.12 14:47:05 EET
Reason: MoldSign Signature
Location: Moldova

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. Utilisation and application requires prior approval.




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 Rifeinland 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

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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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
Chisinidu / Moldova International Regional Support Manager

Location of Training




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
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Coagullaxtiom

—

Eehnk Elektronik

CERTIFICATE
Mr. Sergey Sorokovitsch

actively and successfully participated
in

SERVICE AND APPLICATION
TRAINING

for

Thrombolyzer Systems

from 26" November to 30" November 2012
location

t
Co.

Kommanditgesellschaf
Behnk Elektronik GmbH &
Hans-Bdéckler-Ring 27
22851 Norderstedt
Germany

[P

Holger Behnk, Director
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_ t..\z.ua | 240 Veclnr-Best Rew, 01 | s=orem ZAO “Vector-Best” Rev. 01
......... E/ETH .. ECDeclaration of conformiey | Passdets | W_ YBIE/SITA | Ecoctamonctommtomiey | magooci————1
CLARATION O Product name identification data | RrEF
.......... e Y7 Qo:mv >-_m_<_ . mqrhwm _.S _“oq ..nm.m:s_:m:o: o* _Es 3 .._mvma_m > O. owmm
: . - ~ “|EUSA kit for = quantitatve and qualitative |
s 2. fVectohep A-gG determination of 9G to hepatitis Avirus, D-0352
............ i qmn::.mBm:ﬁ of Annex | Directive wmnw\mo o« Mq Onﬁocmq 1998 :wmw_‘n_:m invitrodiagnostic 13, Vectohep ITV-igG- ELISA kit for detemmination of IgG 10 TT-virus D-0802
medical devices. 1 it for. de ination -of - itis - |
4; (00»03&ﬂ E-lgG mwhw}r; -G g.ﬁm»_oﬁ. Oﬂ _mm to _Jm_umnm_m m D-1056

B e ST e A, : 2 | Vectohep E-igM.

m:w.» _S for a&m:ﬂ_:m»_o: of _u.s to :mvm is E

__________________ _ Other devices (all de e 0, | . |ELISA kit _for_determination of IgG.to_he atitis G
self-testing devices) G=\fectohep"G-igG: 3 virus =75 S N N
) ELISA kit for determination cf 19G 1o _zﬂmn_ocm
S 00303_5 assessment procedurs: Annex Il (not m:m_ﬁm:m.mm&wa 6). i 7. ._r<8m.mmm»._.n0 ~ |poreliosisagents - .i..|iml e |D.Kmm -
g |lymeBestight ELISA - kit for nm»m::.:m:o: of IgM to _:an_oﬁ 3 D-1454
o _uo gents
Maoufacturer. ZAO “Vector-Best” e
>aa..mmm AHC, _Ao_»mo<o

9. |RecombiBest antipallidum-gG EUSA kit for determination of _nm to Treponema

D-1852
: mmw x:mm_m pallidum
.......... : 3 ?_.m +..~ nwmwvu umo R 3.. RecombiBest m.avm__aczf TELISA™ kit for nmﬁ::.:m».o: Q S,m_ m:mcoa_mm 3 " _“....mm.nm. S
" Fax 47 (383) 363 36 mm 17| total antibodies > I Treponema pallidam e, T s e
i 11 RecombiBest m:nvm___aca. ELISA kit for determination of _mz_ to ._.nm_vo:mam D-1858
“ligh . - jpaliidum = i
European authorized representative: Bioron GmbH, 12 RecombiBest antipallidum- ELISA (it for determination of total ‘antibodies to D857
Rheinhorststr. 18, D-67071 " itotal antibodies Treponema pallidum
Ludwigshafen, Germany. j ELISA kit for determination of 1gG to herpes simplex
tel’z +49 (0) 621 5720 915, feefieaiion.1.2 095 virus types 1 and 2 D-2152
: fax: +49 (0) 621 5720 916 K * ELISA kit for determination of IgM to sm.ﬂmm m_Bn_ox .
14, fVectoHSV - IgM virus types 1 and 2 D-2154
; ELISA kit for determination of IgG 6 human —_m_dmm i
15, |VectoHHV-8 - IgG vius type 8 D-2160
16_ | VECtaHHV.A - 196 ¢m:m> kit M: nm,m_.a_:m._o: of 19G to human :mimm R .
17 Ureaplasma urealyticum — ELISA kit for determination of 1gG to Ureaplasma D2254
~ {IgG-EIA-BEST urealyticum antigens
18 Ureaplasma urealyticum — EUSA kit for detemmination of 1gA to Ureaplasma D-2258
Date: 2013/04/12 Murat Khusainov " |ISA-EIA-BEST urealyticum anligens > =
General Director ZAO «Vector-Best» 19. |VectoParotitisHgG - ELISA kit for determination of IgG to parotitis virus D-2602
20. | VectoParotitis-igM - " | ELISA kit for determination of g to parotitis virus D-2604
2 ELISA kit for determination of IgG to toxocara
M.._. ,_.oxooﬁ_.:mw_uo.m_?mmmq antigens _u,.Nwa

; Onmmﬁ.:oﬁ:mmmmm — laG-ElA- ELISA kit for determination of 1gG to ou.m:._oqo:_mm_m ;
“ 5 BEST m:»ﬁm_..m D-2952

23. | Echinococcus-1gG-EIA-BEST

ELISA kit for determination of 1gG to Echinococcus| D-3356




VECTOR

ZA0 “Vector-Best” |

Q\I.|.\I : jmh...u..a ZAQO “Vector-Best” Rev. 81
B Deolaionol-confdpnty | e _ wBIEIS] |q ...... —... EC Declaration of conformity. Page 4 of 3 i o
anfigens -
_ - - s dmr_m> kit for determination of concentration of 1.8552
o4 ELISA kit for determination of 1gG to Ascads) . .. 45. | Fermitin-EIA-BEST | ferritin : 7
........ oz - ,—E_.:U_‘_Oounmm s : ....‘.l . o PR S = &n\ - h mAOﬁm_. m._> ..Wmm&‘ i "mr_ ACKitfor uﬂ»mqﬂzﬂmcg of= Quaomﬂr.Nn_OJ Om ﬁO»m_ J,bum‘um.m.mh_. s
25. | Lamblia-antibodies-EIA-BEST W.Mb_mzwhmmoaam_wwa_:m»_% of 1gG. IgM and IgA to} - ¢y e B 19&
. . 48. |1gG total EIA-BEST ELISA kit for determination of concentration of total 28662
26. | Lamblia-IgM-EIA-BEST m_n_w> _a_» for detemination of _az_ to _.ma_u__m D-3554 : A 19G :
57, | LambiiaantigenmEIA-BEST | ELISA kit for determination of Lambtia anfigen "B-35%6 48. | IgM total-EIA-BEST il R
ji it Helicobacter pylofi-CagA- ELISA kit for detemnination of “total “ antibodies te |* : ELISA kit for determination of concentration of total S
28. | antigen-EIA-BEST CagA Helicobacter pylori D-3752 50. | 1gA total E1A-BEST IgA Rt
e ra ~|ELYSA kit for determination of 8:8:33: of . = ELISA kit for amﬁm_._é:m»_o: 3 -concentration of i
RSN 284 TSH-EIA-BEST ““Ithyroid=stimualating Hiornmione™ iy Xw.m.m...w - {Gammaclntedferon-EIA-BEST.. ~l garmma-ereron— - SIS LSRR, e =TI Sy
= i ELSA kit fordeterminationof - no_..om:n.mno: of -total T .I|......|.mEm>Jrn ~for—determination--of--concentration--of o ke —
30.| T3 toal-EIA-BEST tHiodothyromine 52. | Intedeukine4-EIA-BEST rterisnlcine-4 A8754
! i e ELISA kit for determination of concentration of total ELISA kit for determination of no:nhnemco: oa
31 | T4 0t EIABEST | thyroxine i = . i i 183, [Alpha-TNF-EIABEST 1 by imar necrosis factor .. ottt
" 3 ELISA kit for determination of antbody a ELISA kit for determination of concentration of
e SantiiR GEG BESTE concentration to thyroperoxidase GS069 54. | Alpha-interferonrEIA-BEST & e feron BTeE
el ELISA kit for determination of concentration of . ELISA kit for determination of concentration of}|.
: 33. | PAPP-A-EIA-BEST pregnancy-associated plasma protein A U.A._.mc 55. intarleukine-6-EIA-BEST Interdeukine 6 £-8768
.| Mycoplasma hominis-igG- EUSA kit for determination of 1gG to z_woov_mmq:m st | SR ¥ ~_|ELISA kit _for determination of concentration ~of{" ki SR
34 | pla-BEST hominis D-4352 56 | Intereukine-2-EIA-BEST | "iioiiine 2 ~ABIT2
Mycoplasma :o:.::_m-_u> -ElA- [ELISA kit for nmﬁ::.:m:o: of IgA to Z_waou_mwam B s T 1ELISA kit for nﬁm::.:m__o: oq Bsomzc.meo: oq
135 |gEST hominis Ulum.a 57. | Procalcitonin-EIA-BEST SrocakDnin A-9004
Mycoplasma pneumoniae- ELISA «it for determination of IgG to Mycoplasma EUISA kit for n&w::s.ﬂmo_.. of concentration of N= g
o 1gG-EIA-BEST. pneumoniae SR 58. | NTproBNP-EIA-BEST terminal prohormone of brairy natriuretic peptide A
1.7 |Mycoplasma pneumoniae- ELISA kit for determination of IgM to _s<ncu_mm5m : ELISA kit for determination of concentration of|] ..
37 {{gM-EIA-BEST pneumcniae D-4366 59. | Troponin |-EIA-BEST traponia | e HI00
e y ELISA kit for determination of 19G to ‘Crmean-
38. | Vectocrimean - CHF —19G | o010 hemorthagic fever virus D2
- ELISA kit for determination of igM to O:_.:mm:-
38. { Vectocrimean — CHF —IgM Congo hemorrhagic fever virus R0y
-BEST T | ELISA kit for determination of _copceptration. of s
40, | CEA-EIA-BEST carcinoembryonic antigen T=8454
ELISA kit for determinaton of concentration of
41. | AFP-EIA-BEST Alpha-Fetal Protein T-8456
: et ELISA kit for determination of concentration of
42. |CA-125-EIA-BEST e e T-8466
43. |CA 19.9-EIA-BEST _._mw.._w> kit for determination of concentration of CA 1-8470
biief BEX R ELISA kit for detemmination of concentration of
4a54CH 15 3 CIREST oncomarker CA 15-3 84w
2 T : ELISA kit for determination of concentration of
45 NSE-EIA-BEST neuron specific énclase T-8476




KEMA Quality

CERTIFICATE

ELECTROMAGNETIC COMPATIBILITY

Applicant

Contact person
Address

Postal code, Place
Country

Manufacturer
Address

Postal code, Place
Country

Electrical apparatus

. Vital Scientific B.V.

. Mrs. C. v.d. Broek

: Van Rensselaerweg 4

. 6956 AV Spankeren/Dieren
. The Netherlands

. Vital Scientific B.V.

. Van Rensselaerweg 4

. 6956 AV Spankeren/Dieren
. The Netherlands

: Clinical Analyser

Trademark : Elitech Clinical Systems
Type designations : Flexor EL200, Selectra ProM
Environment : Laboratory

EN 61326-1:2006
EN 61326-2-6:2006

EN 55011:2007
+A2:2007

EN 61000-3-2:2006
EN 61000-3-3:1995
+A1:2001+A2:2005
EN 61000-4-2:1995
A1:1998+A2:2001
EN 61000-4-3:2006
+A1:2008

EN 61000-4-4:2004
EN 61000-4-5:2006

: Equipment for measurement, control and laboratory use
. Electrical equipment for measurement, control and laboratory use — EMC requirements —

Part 2-6: particular requirements — In vitro diagnostic (IVD) medical equipment, from which:

: Emission - Class A

. Limit for harmonic currents emissions
: Limitation of voltage fluctuations and flicker

. Electrostatic discharge (ESD) immunity
: Radiated Electro-Magnetic field immunity

: Electrical fast transient (EFT) immunity
: Surge transient immunity

EN 61000-4-6:2007
EN 61000-4-8:1993
+A1:2001

EN 61000-4-11:2004

: Conducted Radio-Frequency disturbances immunity
: Power frequency magnetic field immunity

: Voltage dips and interruptions immunity

The undersigned declares that the described product meets the requirements of the mentioned standards,
based on a non-recurrent examination. The test results lay down in our test reports with reference 2129388.0501-QUA/EMC
and 2136226.0501-QUA/EMC.

KEMA Quality B.V.
(Notified Body EMC)
Arnhem, September 20, 2010

A.T. van der Meijden

Certification Manager EMC Certificate nr. 2136226.0551-QUA/EMC

Integral publication of this certificate and adjoining reports is allowed.

KEMA Quality B.V. Utrechtseweg 310, 6812 AR Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands

T+31263562000 F +3126 3525800 www.kemaquality.com Registered Arnhem 09085396
a B DEKRA company



Cepmugpuxam coomeemcmeus
Hacroawwmii cepr¢MK;T YAOCTOBEPAET, 4TO c;praHmsauMﬂ

AO «BeKrop-bect»

Poccuiickas ®egepauma, 630117, r. Hosocubupck, yn. Apbysosa, 1/1

noateepamna cootsetcreue Cuctembl MeHepmeHTa Kadectsa TpebosaHmam

ISO 13485:2016

B oTHOWeHuUW 06nacTn AeaTeNbHOCTU, NPeACTaBNeHHOM HUKe

MpoeKTupoBaHue u paspaboTtKa, NPon3BOACTBO U peannsauna meguLUHCKUX
usgenuii pna AUarHocTukm in vitro (UPA, NUP, kanHnyeckas 6unoxmmus)

URS. C

Homep ceptudurata 209535/A/0002/UK/RUS

/8/0002/UK/n)

. : Gonee o s, coomer e ihoro
Hauano cepTuduKaLMoHHOro Homep D,aIa OKOHYaHKUA CPOKa CepTHMKALMOHHBI LKA
UMK Bepcun aeiicTemna ceptudukara
- 05 okTabpsa 2022 R | - 04 okTa6psa 2025 1
Homep MNepBOHaYanbHaA AaTa BbiNycka
[lata pegakuun pegaKun cepTHdMRATA Homep cxembl
06 oK1Abpa 2022 ; 1.8 05 okTa6ps 2022 He npumeHserca

NoapobHoe onucaHne AaHHbIX Bbilwe cm. Ha http://www.urs-holdings.com/logos-and-regulations

(4

BbinyweH H-// Om umeHu MmeHedxcepa no cepmupukayuu
[ UKAS |

MANAGEMENT
SYSTEMS

0043

odpuc inf ion.com

Ecrm ecTb 60 comHeHus AaHHoro wicta, B Haw L|
URS sinseTcs urnieHom United Registrar of Systems (Holdings) Ltd, United House, 4 Hinton Road, Bournemouth, BH1 2EE, UK. PeruCcTpaLMOHHbI HOMEp KoMMaHuM 5298466




Cepmughuxam coomeemcmeus

HacTtoawmi cepTUdUKaT y40CTOBEPAET, YTO OpraHm3aumsa

AO «Bekrop-bect»

Poccuiickana ®epepauyms, 630117, r. Hosocnbupck, ya. MaceuHas, 3

noaTsepauna cootsetcTane Cuctembl MeHegykmeHTa Kauectsa TpebosaHmnam

ISO 13485:2016

B oTHOLEHWM 061aCTU AeATE/IbHOCTH, NPeACTaBIEHHON HuxXe

MpoeKTMposaHue, paspaboTka U NPOU3BOACTBO MEAULMHCKUX U3aenunii Ans
AnarHoctukum in vitro (M®A, NLP)

i a s Homep ceptiourara 209535/A/0003/UK/RUS

8

URS. €

Hauano cepTuduKaLMoHHOro Homep ,Cl.ara OKOHYaHMA CPOKa CepTHOMKALMOHHBI LKA
LMKNa Bepcumn aevicteua ceptudukaTa
05 okTAGpa 2022 1 04 0kTAGpA 2025 1
[laTa peaaKuH Homep - MNepBoOHauYanbHaA AaTa BbiNycKa Homep cxem!
peaakummn cepTudukaTa
- 06 0k1a6pa 2022 19 g 05 oKTs6psa 2022 ~ He npumeHsertca

Mogpo6Hoe onucaHue AaHHBbIX Bbilwe cm. Ha http://www.urs-holdings.com/logos-and-regulations

<

BbinyweH é,}/ Om umeHu mMmeHedxcepa rno cepmuguxkayuu

Y} S
MANAGEMENT
SYSTEMS

0043

e info@ ion.com

Ecrm ecb 60 coMHeHna [AaHHOTO i 8 Haw LlenTpal i ochi
URS sinseTcs unieHom United Registrar of Systems (Holdings) Ltd, United House, 4 Hinton Road, Bournemouth, BH1 2EE, UK. PerucTpaumoHHii HoMep KoMnaun 5298466
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