=
<
()
™
-
SS|
L]
(&)
\ 4
(=
(=]
<<
(&)
™
o
==
Ll
(&)
4
—
<
x
=
©
>
o
o
LI
()
¢
I
!

IELE
aaE s

ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Digitally signed by Ceaicovschi Tudor
Date: 2025.01.24 10:39:05 EET
Reason: MoldSign Signature

C e rt I fl Cate Ll(\)/fgti(l);(:)]://[zl (IIEOL‘J/;OPEANA
No. Q5 020747 0242 Rev. 02

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

Certification Mark:

DIN EN ISO
13485

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

Report No.: 72198686
Valid from: 2024-10-25
Valid until: 2027-10-24

C@IL\/

Date, 2024-10-04 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
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 o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

&

Product Service

No. Q5 020747 0242 Rev. 02

Applied Standard(s):

Facility(ies):

Page 2 of 2

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



novd

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




novd

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:

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 I

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: A

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

/ /4

William Jacques, Director/of Regulatory and Quality ( €

Date: j—u//az/zoz/u

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

Rev. 22 July 2020

www.novabiomedical.com
Page 1 of 3



List of Catalog items covered:

ﬁatr:ll;?r Product Name ﬁrn?:er Sla?'t:zl Medical Device Nomenclature (GMDN) gLMdI:I EDMS
14631 Power Cord Int 230V 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
38846 Nova Biomedical Capillary Tube Clot Catcher 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
38883 gﬁtcﬁgr’ﬂ'e Critical Care Xpress Syringe Clot 56675 | pgint-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42032 Prime Sensor Card CCS 56672 |Point-of-Care blood gas/haemoximetry analyser VD 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 VD 21-02-02
52484 Prime Pump Harness 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52582 Prime Probe S Line 100 ul 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52616 Prime Tubing L1 L2 L3 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52617 Prime Tubing Harness ABG/CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52669 Prime Safety Sample Port 5 Pk 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52703 Prime Acc Pack 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52856 Prime CCS 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52857 Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53418 Remanufactured Prime CCS 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53420 Remanufactured Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser [IVD 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 [VD 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 VD 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 ll\_/ilzﬁie;)rgngtandard Set A Levels 1,2,3,4 52860 :\\/I/tljjl’fi;():ltt)an?rlglod gas/haemoximetry/electrolyte analyte 11-50-90-01-00
55229  |Nova Linearity Level 1,2,3,4 52860 :\\"/‘E)",i’;'fnﬁ’r'glc’d gas/haemoximetry/electrolyte analyte | 44 5 g0.1.00
56198  |Linearity Standard Set G Multipack 52860 :\\"/‘B'fiﬁfn?r'gfd gasiheemoximatrylolectrolyte analite | 1y s om gy g

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 Rroduct Name Number [Name Code
45150 |Prime Auto QC Cartridge CCS 200 Sample 52860 | \1Ple blood gasihaemoximetry/electrolyte analyte | 41.50.99.01.00
52714  |Prime Ampuled Control ABG/CCS 52860 |\l blood gasihaemoximetrylelectrolyte analyte | 11.50.90.01-00
52864  |Prime Auto QC Cartridge CCS 300 Sample (52860 | aiPle blood gas/haemoximetry/electrolyte analyte | 44_50.9.01.00
53107  |Prime Auto QC Cartridge ABG 200 Sample 52860 :‘(',‘I‘D“";fn?r'glod gashaemoximetry/electiolyle analyte | 14 55 95.64.66
53108  |Prime Auto QC Cartridge ABG 300 Sample 52860 :\\"/L[’D'“‘é'jn?r'gf’d gashaemoximetry/electrolyte analyte | 44 g4 96.04.00
53455 | Prime Auto QC Cartridge CCS 100 Sample | 52860 N/“D't'f:'fn?:gfd gasihaemoximedrylclociolyte analyte | 44 o 5e.09
63456 |Prime Auto QC Cartridge ABG 100 Sample (52860 | P blood gas/haemoximetry/electrolyte analyte | 41_50.99.91.00
52427 Prime Calibrator Cartridge CCS Comp 300 52859 Multlple_blood gas/haemoximetry/electrolyte analyte 11-04-04-03-00
Sample VD, calibrator
Prime Calibrator Cartridge CCS Comp 100 Multiple blood gas/haemoximetry/electrolyte analyte
52861  |oio 52859  |\mR e oter 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
52862 Prime Calibrator Cartridge CCS 100 Sample 52859 - 11-04-04-03-00
VD, calibrator
52863  |Prime Calibrator Cartridge CCS 300 Sample 52859 N/‘gt'iﬁig'r‘;‘t’grgas’ hasmoximety/electrolyte.analyte | .41 54 n4.65-60
53104  |Prime Calibrator Cartridge ABG 100 Sample | 52859 mgt'ﬁﬁigg‘:;gag haemoximetyciectrolyie-analyte | 44 54 fu.59.00
Prime Calibrator Cartridge CCS Comp 400 Multiple blood gas/haemoximetry/electrolyte analyte
53105 | i 52850 | diP oo 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
53359 Prime Calibrator Cartridge ABG 300 Sample 52859 VD. calibrator 11-04-04-03-00
53360 | Prime Calibrator Cartridge ABG 200 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 14 44 04 03 00
IVD, calibrator
53364 |Prime Calibrator Cartridge CCS 200 Sample  |52859 | iple blood gasihaemoximetryfelectrolyte analyte | 414 04.03.00
Prime Calibrator Cartridge CCS Comp 200 Multiple blood gas/haemoximetry/electrolyte analyte
53365  |oroio 52859 |\ Cetibrator 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
53463 Prime Calibrator Cartridge ABG 400 Sample 52859 D, calibrator 11-04-04-03-00
53464  |Prime Calibrator Cartridge ABG 500 Sample 52859 :\\"/‘E)'“g':"g'r‘;i’;gas’ haemoximetry/electrolyte analyte | 44 n4 04 0300
53465  |Prime Calibrator Cartridge ABG 600 Sample (52859 |1 Pe Dlood gas/haemoximetry/electrolyte analyte | 414 04.03.00
53466  |Prime Calibrator Cartridge CCS 400 Sample ~ |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 44 4 54 0300
VD, calibrator
53467  |Prime Calibrator Cartridge CCS 500 Sample  |52859 |/ P D100d gashaemoximetrylelectrolyte analyte | 4144 04.03.00
53468  |Prime Calibrator Cartridge CCS 600 Sample (52859 |\ Pe Dlood gas/haemoximetry/electrolyte analyte | 41 54 04.03.00
Prime Calibrator Cartridge CCS Comp 500 Multiple blood gas/haemoximetry/electrolyte analyte
53469 | oo 52859 | \um P ~iorotor 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 600 Multiple blood gas/haemoximetry/electrolyte analyte
63470 | 0TS 52868  |[0r e e 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

Page 3 of 3




Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 1614112-1

Certificate Holder: KABE-Labortechnik GmbH

Jagerhofstr. 17
51588 Numbrecht
Germany

Scope: Design and development, production and distribution of in vitro
diagnostic devices and consumption materials for sample
withdrawal, preparation and storage as well as single-use

medical devices:

- cannulas for blood collection,
- winged cannulas for blood collection and
- capillaries for micro blood collection (KABE MBU capillaries).

The Certification Bodyof 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 fulfilled. The quality

management system is subject to yearly surveillance.

Report No.: 1160508-40
Effective date: 2024-10-16
Expiry date: 2027-10-15
Issue date: 2024-09-24

Replaces certificate SX 1614112-1 issued 2021-10-25.

This certificate can be validated on https://www.certipedia.com

(( DAKKS

Deutsche
1/2 Akkreditierungsstelle
D-ZM-14169-01-02

Dovncte  btcdy om it

_Dipl.-Ing. (FH) Daniele Wiedemuth
TUV Rheinland LGA Products GmbH
TillystrafRe 2 - 90431 Nirnberg - Germany

TUVRheinland®
Precisely Right.

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


https://www.certipedia.com/

Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 1614112-1

Certificate Holder: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 Numbrecht
Germany

The scope of certification also covers the following sites:

No. Facility Scope

/01 c/o KABE-Labortechnik GmbH  Design and development, production and distribution of in vitro diagnostic
Jagerhofstr. 17 devices and consumption materials for sample withdrawal, preparation and
51588 Nimbrecht storage as well as single-use medical devices
Germany

/02 c/o KABE-Labortechnik GmbH  Warehouse and shipping
Werner-von-Siemens-Str. 1
51674 Wiehl
Germany

This certificate can be validated on https:/www.certipedia.com

(( DAKKS A TUVRheinland®

2/2 zslf:esérﬁeerungsstelle PreC|Se|y R'ght.

D-ZM-14169-01-02


https://www.certipedia.com/

EC Certificate TOVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60150763 0001
Report No.: 21234760 013

Manufacturer: KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Nimbrecht
Deutschland

Products: - Cannulas for blood collection
- MBU Capillaries
(see attachment for details)

Replaces certificate, Registration No.: HD 60105393 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC 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 Il,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

Effective Date: 2020-10-07

Date: 2020-10-07 Y. /.
Dr. K. Kluge

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TOUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020h 0408 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

Date: 2020-10-07

- MBU Capillaries

TUV Rheinland
LGA Products GmbH

HD 60150763 0001
21234760 013

TillystraRe 2, 90431 Nirnberg

KABE LABORTECHNIK GmbH

Jagerhofstr. 17
51588 Nimbrecht
Deutschland

- Cannulas for blood collection

For the following devices the scope covers only
the aspects of the manufacture concerned with
the securing and maintaining sterile conditions:

Notified Body

O YU

Doc.

- ®
TUVRheinland
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KABE

LABORTECHNIK

Extended validity for EC certificates issued by the Notified Body in accordance with Directive
93/42/EEC based on Article 1 of Regulation (EU) 2023/607

Dear valued customers,

We would like to inform you about the revised legal framework and the requirements to be fulfilled by
the manufacturer with regard to the regular placing on the market of affected medical devices and the
validity of EC certificates issued by the manufacturer's notified body in accordance with Directive
93/42/EEC after 05/26/2017 and which were still valid on 05/26/2021 and at the time of publication of
Regulation (EU) 2023/607.

If the above conditions for the EC certificate are met, the Notified Body and the manufacturer of certain
medical devices may apply Regulation (EU) 2023/607.

Article 1 of Regulation (EU) 2023/607 and the associated amendment to Regulation (EU) 2017/745
(medical devices) apply new transitional provisions for the placing on the market of medical devices that
were regularly placed on the market in accordance with Directive 93/42/EEC legacy devices). At the
same time, the requirements and conditions to be fulfilled by the manufacturer have been defined under
which EC certificates issued in accordance with Directive 93/42/EEC will continue to be valid beyond
05/26/2024.

Accordingly, KABE-Labortechnik GmbH may conclude an agreement with its Notified Body in
accordance with (EU) 2017/745 Annex VIl Section 3 subparagraph 2 before the current certificate
expires, so that the current certificate remains valid beyond the specified expiration date. The agreement
on conformity assessment of affected medical devices between KABE-Labortechnik and the Notified
Body must be signed by both parties by 09/26/2024. KABE-Labortechnik GmbH submitted the
application for this agreement on time. An offer from TUV-Rheinland LGA Products GmbH to sign the
agreement has now been received. We can currently assume that our current EC certificate HD
60150763 0001 will remain valid beyond the expiration date and that we will continue to distribute our
affected products in accordance with the current regulatory requirements.

According to the new legal requirements, the medical devices of KABE-Labortechnik GmbH can be
legally placed on the market until the following dates on the basis of the currently valid certificate:

Risk class lla devices (blood collection needles) until 12/31/2028
Risk class | devices that are placed on the market in sterile condition (MBU capillaries) until 12/31/2028
Yours sincerely

André Kolpe, Managing Director
Elsenroth, 03/11/2024
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