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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 020747 0242 Rev. 02

Product Service

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

Digitally signed by Ceaicovschi Tudor Head of Certification/Notified Body

Date: 2026.01.02 10:58:38 EET
Reason: MoldSign Signature
Location: Moldova

| MOLDOVA EUROPEANA

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 & 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 I1SO 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
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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
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STAT PROFILE

Pﬂme‘f@? Analizor de gaze sanguine pentru situatii critice

0 evolutie tehnologicd in
testarea de urgentd

nova

biomedical




Noile tehnologii simplifici utilizarea si oferi teste aditionale

Stat Profile Prime Plus este un analizor inteligent, complet de gaze sanguine, care combini gaze sanguine, electroliti,
metaboliti, co-oximetrie i 32 de rezultate calculate intr-un analizor simplu §i compact. Prime Plus combini tehnologia
de cartuse de unica utilizare, fird intretinere pentru senzori si reactivi, cu tehnologia nous, patentats, fird intretinere si
cu tehnologia de co-oximetrie firi lizare a singelui integral.

Rezultatele Prime Plus sunt rapide, cu panou complet de teste in mai putin de 1 minut, si se imbini cu o conectivitate
bidirectionala si un sistem puternic de gestiune a datelor.

Tehnologia Nova MicroSensor CardTM

Cel mai complet meniv pentru situatii critice

P02 pC02 pH Het tHb Na CI K
TC02 iCa iMg Glu Lac SO2 02HB
COHb MetHb HHb tBil HbF

- Toti biosenzorii Prime Plus
utilizeaza tehnologia Nova in
formatul unui card miniaturizat,
zero mentenantd.

- Cardurile Nova MicroSensor
combind cele 22 de teste de singe,
inclusiv co-oximetria.

Piie+
MiaoSensor Card”

PO, PCO, PH Hct tHb
Na €l K 10, iCa
iMg Glu Lac SO,
0:HB COHb MetHb
HHb tBil HbF

Priie +
MiaoSensor Card”
Urea (BUN),
(reatinine QoL

bl o

Teste noi importante
Uree (BUN), Creatinind si eGFR

Peste 50% din pacientii internati in ATI ajung si dezvolte un anumit
nivel de afectiuni acute ale rinichilor (AKI).1 Prime Plus este singurul
analizor de gaze sanguine care si ofere, in mod optional, posibilitatea
testdrii ureei (BUN) si a creatininei (plus eGFR), pentru o evaluare rapidi a
functiondrii rinichilor.

Magneziv ionic (iMg)

Dezechilibrele de iMg, Na, K, si iCa pot cauza aritmii cardiace, contractie cardiaci
redusa si chiar stop cardiac. Prime Plus este singurul analizor de gaze sanguine care
furnizeaza un profil complet de electroliti, inclusiv iMg,

Noua versiune de co-oximetrie elimini intretinerea

Prime Plus incorporeazd un sistem optic cu multiple lungimi de unda, nou §i patentat, care scaneazi un spectru continuu
de lungimi de unda optice pentru a permite obtinerea unor rezultate de co-oximetrie fird lizarea probei. Componentele
optice in contact cu sdngele sunt continute pe un card de senzor de unici folosint3, care este inlocuit o dati la 16 zile.

- Curdfarea i deproteinizarea sunt eliminate complet.

- Lizarea si toate componentele mecanice necesare pentru acest proces sunt eliminate, la fel reactivii .In felul acesta, se
imbundtiteste fiabilitatea, i sunt reduse costurile si intretinerea.

Meniu test co-oximetrie 02Hb COHb MetHb HHb THb HbF Thil




Protectie impotriva
cheagurilor

Optiunea unica Clot Block a
dispozitivului Prime Plus
protejeazd cardurile de senzori fata
de cheagurile de singe.

Rezultate rapide

Performanfa excepfionald a analizorului Prime Plus permite operarea cu
ugurin{d a unui volum mare de probe. Prime Plus poate furniza in urgenti 22 de
teste intr-un minut. Analizoarele competitorilor necesitd pind la 4 minute
pentru un raport cu mai putine teste.

Senzorii si calibratoarele individuale
maximizeazd timpul de functionare

Cardurile cu senzori si cartusele de
calibrare individuale oferd un
beneficiu semnificativ pentru timpul
de functionare al analizorului
comparativ cu sistemele combinate
de senzori/cartug de calibrare.

Cardurile MicroSensor au
cel mai rapid timp de inlocuire

Cardurile MicroSensor pot fi inlocuite si calibrate in 45 de minute. Alte sisteme
combinate necesitd o ord pentru calibrare §i rimén instabile cu deviatii si
recalibréri frecvente pentru doui ore sau mai mult.

Cartusele de calibrare pot fi inlocuite in
citeva secunde

Cartugele de calibrare si control calitate (QC) sunt gata de utilizare imediat si
pot fi usor inlocuite in citeva secunde. Inlocuirea unui cartus de calibrare
reduce semnificativ timpul de nefunctionare al analizorului, deoarece nu are
timp de incilzire, comparativ cu timpul de agteptare de 2 ore in cazul sistemelor

combinate ale competitorilor.

Costuri scazute pentru senzorii si calibratoarele individuale

Cardurile cu senzori i cartugele de calibrare individuale sunt alternativa mai accesibild la inflexibilitatea si

risipa sistemelor combinate cu senzori/cartuse de calibrare. De exemplu, un analizor cu setiri pentru o

incdrcaturd ridicatd necesiti mai putine carduri cu senzor decit calibratoare, i invers in cazul unui volum

scézut. In ambele cazuri, Prime Plus elimind risipa si reduce costurile consumabilelor per ansamblu, folosind

intreg ciclul de viati al fiecdrui card si cartus.

1. Mandelbaum T et al. Outcome of critically ill patients with acute kidney injury using the Akin criteria. Crii Care Med 2011;39:2259-2264.




Specificatii Stat Profile Prime PlusTM

Teste Critice Metodologie Rapoarte de gesfiune complete Alte caracteristici
pH Direct ISE - Raport calibrare N . . N . . R
SR Severinghaus o PR e Gamd intreagi de culori, ecran tactil 10.1 inch, multilingy, statistici
POa Amperometric - Raport registru probe zilnice CC, gestiune date integrate, dispozitiv de prelevare antomata, adaptor
50:% Optic3, reflexie - Raport editare registru il . ional d deb . d
Hematocrit Conductivitate/Na* corectie - Raport registru erori capilare megrat’ optional scanner co SRoare depozltare ate CC,
Na* Direct ISE - Raport registru intrefinere optional cirucior mobil cu UPS
K* Direct ISE - Raport instalare operator
Cl- Direct ISE - Raport pacient Vv I b
TCOa Direct ISE - Raport control calitate (CC) Levey-Jennings olum probe
Ca* Direct ISE - Raport actiuni corective CC 145 microlitri sﬁnge integral
Mg Direct ISE - Raport date CC " D o
Glucozi Enzime/Amperometric - Raport statistici CC Temp eraturd de OPETALE Interval 15°C-32°C
Lactate Enzime/Amperometric - Raport instalare CC
Uree (BUN} Enzime/Amperometric - Raport audit probe Lou spe(iﬁ(ﬂﬁi ﬁli(e
Creatinini Enzime/Amp i - Enzime/Amperometric | 5 " .
i H Iniltime: 45.7 cm (18.2 in) Litime: 35.6 cm (14.2 in)
Teste calculate |Mer[eren!e monitorizate Adéncime: 39.1 cm (15.5 in) Greutate: 15.88 kg (35 Ib) fara pachete de
eGFR A-aDOa Raport Ca**/Mg** sHb, sulﬂ'lemoglobinemie (Misurat; reactivi
HCOs-  a/A Ca* normat i ol pri al 4
TCOa PO:J/FIOs  Mg** normat utilizatorul primegte o alertd daca este .z
BE-ecf  AnionGap Osmolalitate Necesar putere electrici: < 90 Watts

in afara valorii de referinti normal,

BE-b SBC Hemoglobind ]
A Excesbazd  Saturafie Oa adici > 1.5%) Interfatdi: ASTM Protocol, cod serie RS232 TCP/IP. POCTO I-A2
pH/PCO2/P02 Corectat la temperatura pacientului : =
Indice respiratie (Daci se introduce valoare %FIOz) |mpr|mnn|o
Bicarbonat efectiv Bicarbonat standard Imprimanta termica integratd
Marci CE, Aprobare FDA in asteptare
Teste CO-Oximetrie Intervale de misurd
HHB, deoxihemoglobini 2t ?;2 ':&02 o Calibrare
:316.23 - 10, 0l ; a
O2Hb, oxihemoglobini PCO:/TCO: 3.0 - 200 mmHg (0.4 - 26.6 kPa) Calibrare automata in 2 puncte, la fiecare 2 ore; calibrare intr-un
MetHh, methemoglobini ;’gz% ig’ -170605 :{31:8 (10(;6) - 102,0 kPa) punct selectabild de citre utilizator la fiecare 45 minute sau pentru
2 . o = 1 " R w A sas w .

COHD, carbaxihemoglobini . PG fiecare proba. Calibrarea manuali poate fi inifiatd in orice moment.
tHb, hemoglobini totald za ' 20_ ;g‘m‘iﬂ Probe acceptabile
SO2 %, saturatie de oxigen cr 50 - 200 mmol/L R 1 al - . i . R
1R hilirubinatoral Car 0.1 - 2.7 mmol/L (0.8 - 10.8 mg/dL) Séinge integral (heparinizat), ser/plasmi, arterial, venos mixt, capilar,

i Mg 0.1 1.5 mmol/L CSE, dializat.
HbE hemoglobina, fetald Glucoza 0.8 - 28 mmol/L (1. 5 - 500 mg/dL) .

Lactate 0.3 - 20 mmoV/L (2.7 - 178 mg/dL) Protocoale de comunicare
Il ial Uree (BUN) 0.5 - 17.2 mmol/L (3 - 100 mg/dL}) ASTM, HL7, sau POCTOI -A2 format de conexiune
Teste calculate specia Creatining 17,6 - 1056 mmol/L (0.2-12 mg/dL)
{CO-oximetrie necesard) HHb 012 100% . o <
02.1ib 01a 100%

Toste Rt e Dimensiune compacta
A-vDOa 0.1 mmHg (0.01 kPa)
Ca0 0.1 mL/dL (0.01 kPa) o b epe -

i it oy $02% 01a100%
CcO: 0.1 mL/dL (001 kPa) s Jom s p entru urnnzarorn
Pso 0.1 mm¥ig (0.01 kPa) 02Cap 01a34.75 vol. %
C(a-v)0z 0.1 mmHg (0.001 kPa) . . T q . . 3 .
G o8 mmH: (0.001 kPa) ;‘;:P g; ;i; mg/dL. Dimensiuni pentru Prime Plus, inclusive co-oximetrie
Qsp/Qt 0.1 mmHg (0.001 kPa) tHb 5-25g/dL integrati si conexiune bidirectionald integrata.
0aCt 0.1 mL/dL (0.0 mL/L) sHb s 1G53
0:Cap 0.1 mL/dL (0.01 mL/L) BarP 400-800 mmHg (53.3-106.7 kPa)

Sistem monitorizare POC

Greutate:
Aparatele de masurat singe integral Nova si benzile 15.88 kg (35 1b)
de testare ofera rezultate fiabile folosind tehnologia : : 18.2in fiird cartuse calibrator
biosenzor Multi-Well, care misoard i cOrecteazi yomvion -l i setr 45.7 m
interferentele la hematocrit, paracetamol, acid i B ¢ = 19.30 kg (42.5 Ib)
ascorbic, acid uric si altele, care pot cauza rezultate tu cartuse calibrator

Alte caracteristici: s Satkemer: Rpeces

Crestinine Meter Creatinine Meter

eronate pe alte aparate de mésur.

Ecran tactil 10.1 inch, color, multilingy, statistici
QC, gestiune date integrate, dispozitiv de prelevare
automatd, adaptor de capilare integrat, scaner cod
de bare optional, depozitare date QC, cérucior

mobil cu UPS optional. e R e i

Specificatiile pot suferi modificdri frd notificare in prealabil.
MEE———— ereeame——— |




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/

KABE

LABORTECHNIK

EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY

KABE LABORTECHNIK GmbH

Name und Adresse des Herstellers: ' Jéagerhofstrale 17

Name and address of the manufacturer: - 51588 Niimbrecht-Elsenroth
- Deutschland / Germany

Wir erkléren in alleiniger Verantwortung, dass die In-Vitro-Diagnostika der Produktgruppe /
We declare under our sole responsibility that the in-vitro-diagnostica of product group

 kapillare Blutentnahmesysteme ' capillary blood collection systems
« Kapillarblutentnahmesystem (GK) s capillary blood collection system (GK)
« kapillare Probenbehiltnisse e capillary sample containers
« Blutgaskapillaren (BK) « blood gas capillaries (BK)
« Hamatokritkapillaren (HK) « haematocrit capillaries (HK)
« end-to-end Kapillaren (EK) | « end-to-end capillaries (EK)
Andere IVD-Produkte

der Klasse / of class Other IVD-devices

den einschlagigen Bestimmungen der IVD-Richtlinie 98/79/EG und deren Umsetzungen in nationale Gesetze
entspricht. Die Konformitatserklarung gilt fur die durch die KABE LABORTECHNIK GmbH freigegebenen Chargen.

meets the provisions of the directive 98/79/EEC and its transpositions in national laws which apply to it. This declaration
is valid for the batches released by KABE LABORTECHNIK GmbH.

. Konformitatsbewertungsverfahren: Richtlinie 98/79/EWG Anhang I
Conformity assessment procedure: Directive 98/79/EEC Annex lll

KABE LABORTECHNIK Gmbh
Jagerhofstrale 17

/% N-51588 Numbrecht-Elsenroth
Nimbrecht-Elsenroth, 21.03.2013 - @R +4Q (0) 2203 / 596

" André Kolpe, Geschaftsfuhrer / Managing director

Konformitaetserklaerung_IVD_PG2B.doc
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