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Certificate of Registration

AO Vector-Best

3, Pasechnaya str., Novosibirsk, 630117, Russian Federation

in recognition of the organization's Quality Management System which complies with

ISO 13485:2016

The scope of activities covered by this certificate is defined below

Design, Development, and Production of In Vitro Diagnostic Medical Devices

(ELISA, PCR)
L o n 35/A/0003/UK/En

Date of Issue of Certification Issue = : —
Cycle Niidibai Certificate Expiry Date Certification Cycle

~ 050ctober2022 ok - 04 October 2025 1
Revision Date Revisian Original Certificate Issue Date Scheme Number

Number
. 06October2022 1 050ctober2022 n/a

For detailed explanation for the data fields above, refer to http://www.urs-holdings.com/logos-and-regulations

«

Issued by é_}; On behalf of the Schemes Manager

UKAS
MANAGEMENT
SYSTEMS

0043

1 theea is any doubl a8 1o the suthentichy of this certilicate, plesse do not hesitate o cantact the Head Office of the Group an InfofDurs-cesilication com.
RS Is a member of United Registrar of Systems (Holdings) Led, United House, 4 Hinton Road, Bounemauth, BHL 2EE, UK, Company Reglstration no, 5258466 11




ZAO “Vector-Best”

it Rev. 01 | v=srem ZAO “Vector-Best” Rev. 01
o~ #%_ml.% i ... EC Detlarationofconformity | Pasciofd ! . 1_ wE/E, SITA [ EcDeteion of conformity. Pagotoid [
S JON 1) Bt st 2 mﬂ DmO_LPmb._._OZ Om OOZ_,..O_‘AE:{ Product name .n_oamzogaoa data REF
o i = R R e i e e . T m_w...wm Wit for ..nmﬁ:a_awao s _.mz_ e > i s
: : “JELISA kR for quantitave and  qualitative |
2 |Vectonsp A1g6 delenmination of G t hepatitis A vinus, Do3s2
............ ..m____._#m_sm:ﬁ of ._P::mx 1 D...mﬁ.&n omﬁw..mo 2 Mu Onﬁwmq ._wmw Emwa.:m in vitro diagnostic 2. {Veciohep TTV-4gG ELISA Kit for determination of [gG ta TTvirus - |- D-0B0Z2
medical devices.
4 |Vectohep E-HgG m__.._cw» kit fordetenmination of 19G o hepatitis £ o o0 |
_____ — e L = 5. |vecwnepE-igh ELISA. Kl for deterinaton of lOM10.hepatlls €1 1, 1959
9,:2 nmsnﬁ = amsomm oxoms _pz_._mx Vo : et B T A oo A DS =
il s el Sl C o WIS EROMEN By i S SO = Lo g AP CEVICE S B S snek-iliana ™ — — —— =~ e X = ELISA ki _for_detemmination . of .15 to. :wn_mgmlm.. vl oy
self-testing devices) B | Vectohep GHlgS——+ R 95 D-1252-
ELISA %it for determination of 19G _o !aoﬁ_sm
Annex lll (not including seclion ). e qlomeBestiol | porretiosis agents : D-1452
8. |LymeBestigM ELISA - kit mqo_. detemmination of tghd 10 infectious D-1454
Manifaciuer ZA0 “Vector-Best” 9
Address: AHC, Koltsovo, 9. |RecombiBest antipalidum-gG m...@mqﬁ_._, 48 for, damamination, of G 0 TEPonemiayd. .oy
Movosibirsk mbo.o.... mwommo _ﬂ_.am_m P
...... . .. ,.._.m_ .L.wwwﬁ umunoma i A . An_ mwnnacmmwm.ﬂ.&vm-_ngf ELISA it for nm,o_..._._% oq 38. w_..ﬁon.mm ‘w0 _u.mmmm.. :
Fax: +7 (383) 363 3555 = Hotal antibodies™ ~ITreponema pakdum D
1 RecombiBest m..c_umsa_._.._._. ELISA kit for determination of _m_s to ._..,moo:m.._.ﬁ O-1858
“Llgh-. pallidum S Y % I !
£ authorized r entative: Bioron GrnbH, 12 RecombiBest antipatiidum- ELISA it for detenmination of otal sntibodies o B-1857
Rheinhorststr. 18, D-67071 " total antibodies Treponera paliidum
Ludvigshafen, Germany. ; ELISA kit for determination of 19G to herpes simplex
tell: +49 (0) 621 5720 915, 13, {VecoHSV-1.2 - 196G virus types 4 and 2 D-2152
fax: +49 (0} 621 5720 916 5 .
©} 14, | VéctoMSV - oM Mﬁhxﬁﬂ.uﬂwmﬂﬂgoﬂ_mgs_ﬂmﬁmwg@_ﬁ D2154
15. | VectoHHV-8- Ig6 gwﬂ nm_m:_..._..mﬁo_._ of 195G 8 husman :ma.@m D2160
16_{VActoHHV.6 - 1gG m:ggwsgﬂmaoaa_mosgaﬁ::ﬂwﬁ P i
17 Ureaplasma urealyticum — ELISA ¥t for determination of 1gG o Ureaplasma 02254
© {IQG-EIA-BEST ‘ureafyticum antigans
18. Ureaplasma urealyticurm — m_._m.»._ﬁ for aﬂm.._.___:mmo_.. of 1gA to Ureaplasma D-2258
Date: 2013/0412 Murat Khusainov I9A-EIA-BEST urealyticum anligens :
General Director ZAO «Vector-Bast» 19, | VectoParotitisHigl ELISA kit for determination of IgG to parolitis vious D-2602
20. | VectoParotitis-igM " | ELISA kit &r datermination of IgM to parotitis virus D-2604
21.  ToxacacalgG-EIA-BEST m__hg_wwsi far| detorminalion of GROACKICHIH, . ooysy
f ; Oummﬁ._..onn_._wmmmm — laG-ElA- ELISA kit for determination of IgG to au_w__uo-ﬂ.swm_m
= |2 {eesT antigens D2352
23. | Echinococcus-1aG-EIA-BEST | ELISA kit for determination of 19G to Echinococous| D-3356




ZA0 “Vector-Best” |

| veor Rey. 01 — ".
. Bew. @ ZoTo AQ “Vector-Best” Rev. 31
| BIEIS/TF EC Declaration of conf | et | s Z |
.............. i / = _EC Declaration of conformity _ _uumn-—a: i _ M\I.N\I@'.M\lq .. EC Declaration of conformity. Pace 3 of 3 _
_ antigens _ ;
i ] - ELISA kit far deteqnination of concentration o
ca laccais oo oozt ELISA kit for detemmination of _mo 1o Ascars 46. | Fermitin-EA-BEST | femitin - : b i
e e e L | Siraisout 'EERSS—— i B ELISA it for detenmination of scoacentration:of total
e T e e —— it for determin g PR
: i T T T ELSATK Tor detenTunation ofscr L ol
25. | Lambtia-sativodies-E1a-BEST Wf:._m_w.mﬁ m..ﬁm %.”Ma._..m”_a: of _mm _az and _m.» o 47 | E total-EIA-BEST 19E :
. ELISA kit for determination of concentration. of 1otal
il A-B662
26. | Lamblia-IgM-EIABEST ELISA kit for determination of IgM to Lambia 48. |19G total-ElA-BEST 19G
£ e - — ELSA on of tolal
o7 | Lamblia-antigan-EIA-BEST mCmap kit for determination af Lambtid anfigen 0. 43, |igM 10tal-EIA-BEST. el tImn R Y, - - -7
9 . 1ghh
i 7 Helicoiacter pylori-CagA- ELISA kit for ‘determination of “total antibodies “ta|* ELISA kit for determination of concentration of total] - oac—
26. | antigen-EWA-BEST CagA Helicobacter pylori 50. | 104 total-E1A BEST _n>m> A-8066
TRy S ; ELISA kit for determinafion of no_.ﬁm_.&ﬂ—._o: of ; ; & noanmaz,m___o: R —
e 29 ATSHEABEST v ipiyroigestifilating fiomione - iz a0 ks e e 1. L Gammak|nterermnEIA-REST. nﬁam:m»mﬁimmaqaﬂmméﬂeg St LS T
S St e ! L — e A
30| T3 total-EIA-BEST e . 53 |1 n. KA EhBEST mEm__p_._rn ~for—determination--of-—-concen n--of. 8754
: A ELISA kit for determination of concentration of total of concentra q
31| T4 5tal-EIA-BEST | thyroxine = 153 | Atpha TNF-EIA-BEST | hm___w_w> kit for %Mﬂ:meo: : tion o ABT56
L EUISA kit for determination of antib ntration m ;
i g TR CEL BEST: concentration 1 thyroperoxidase o 54, | Afpha-interferon-EIA-BEST m_:_w> .a_ maq vt Lty i O asTse |
5 1
. et ELISA kit for determination of concantration of it for determination of concentration of
. 33 | PAPP-A-EIA-BEST pregnancy-assaciated plasma protein A 55. | intereukine-6-EIA-BEST m__.__.»._%_wc%m.mq Ly A-uree
. | Mycoplasma hominis-igG- EHISA kit for determination of [gG to Zu.oo_u.mw..:m i d ralion of of| S
34 | 1a-BEST hominis : 156 interteuine emansT — | FHSA WA for_detemi L L SN
Mycoplasma :o_...___.__m._ub ElA-|ELISA kit for determination of IgA to §8u_mm3m . : kit far nﬁm.:s:wco_.. oq B:omaﬂag of
135 |BEST hominis 57. |ProcalctoninEA-BEST . [EUS S 99 A-9004
Mycoplasma prewmoniae- ELISA kil for determination of IgG to Mycoplasma ELISA &it a.. nmﬁ.ﬂnao... of concertration of R-
% | 1gG-E1A-BEST preumoniae 58. | NTproBNP-EIA-BEST terminal prohotmone of brain natrrelic paptide A-S302
4 =7 | Mycoplasma pneumoniae- ELISA kit for determinztion of laM to _s__aou_umam ELISA it for determination of concentrstion of ;
3T lgM-EIA-BEST preumonias 59. 9108

38. | Vectosimean — CHF - 196

ELISA kit for deterination of 1gG to ‘Crmean-
Congo hemorhagic fever virus

39. j Vectocrimean — CHF —IgM

ELISA kit for determination of IigM o oa.som?
Congo hemorrhagic fever virus

s CEABIABEST — i

EUSa kit for determination of copcentration of
cartinoembryonic antigen

Troponin LEIA-BEST

tropaain |

41. | AFP-EIA-BEST

ELISA kit fer determination of concentration of
Alpha-Fetal Protein

42, |CA-125-CIA-BEST

ELISA kit for detenmnination of concentration of
oncomarker CA-125

43 |CA 15-3-EIA-BEST

ELISA kit for deteemination of concentration of CA
15-9

24, 1CA 15.3-FIABEST

EWUISA kit far determnination of concentration of
oncomarker CA 15-3

45, | NSE-EIA-BEST

ELISA kit for determination of concenlration of
neuron specific enolase




G M — D CERTIFICAT
— CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 10462 rev. 8

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

ELITECH CLINICAL SYSTEMS SAS
Zone Industrielle
61500 SEES FRANCE

pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques

pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.
Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.
Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

Début de validité / Effective date : July 25th, 2023 (included)
Valable jusqu'au / Expiry date :  July 27th, 2026 (included)
Etabli le /lIssued on: July 25th, 2023

cofrac On behalt

ianegtBy
Loy (Y
S :-..L‘.
Certification Director

GMED N° 10462-8
Ce certificat est délivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification

Q-F-V0-07-2018
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5‘ DE MANAGEMENT
S Accréditation n°4-0608
O Liste des sites accrédités .
et portée disponible sur Renouvelle le certificat 10462-7

www.cofrac.fr

GMED -« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n° 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 « gmed.fr



ELITech Clinical Systems t@w&?
T - 0
Zone industrielle .%: ELI I @{TE’]GI’OUD
61500 Sees - France S
) / | =
Tel : +33 (0)2 3381 21 00 Fax : +33 (0)2 22 28 77 51 EHMPAWERING I¥D
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /n vitro et au code de la santé publigue.

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu'ils n‘appartiennent ni a la liste A et liste B de
I'annexe II et ni a la dasse des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technique et sappuie sur la certification de notre systéme
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu‘au 27 juillet 2023).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (2 pages), conform to the essential requirements of appendices I and IlI of Evropean
Directive 98/79EC, relating to in vitro diagnostic medical devices and to the public health code.

These devices are classified in the “other device” category since they do not belong neither to fist A or list B of annex
I nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27" , 2023).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra uUnica
responsabilidad que los reactivos referenciados en la lista adjunta (2 paginas), son conformes con los requisitos esenciales de
los anexos I y III de /a Directiva Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el cddigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo’, ya que no pertenecen a la lista A ni a 2 lista B del
anexo II, tampoco a la clase de autodiagnostico.

Esta declaracidn se basa en el contenido de cada expediente técnico y ests respaldado por la certificacion de nuestro
sistema de calidad segtin la norma NF EN ISO 13485 : 2016 (Certificacion véfida hasta el 27 de Julio 2023).

Sées, le 12 Mai 2021

ELITech Clinical Systems SAS

Valérie LAMBERT, Zone Industrielle

Responsable des Affaires Réglementaires 61500 SEES - France =
Regulatory Affairs Manager Tél, ; 433(0)2 33 81 21 00 - Fax : +33(0j2 33 28 77 51 «
Responsable de los Asuntos Reglementarios SIRET 313 365 228 00026

e A

Societé par actions simplifiee au capital de 1.688 392 33 € — SIREN : 318 365 228 — RCS ALENCON
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DCCE-ECSSAS-v10

= |REFERENCES - REFERENCES - REFERENCIAS _ | codecmon
Metabolites divers / Miscellaneous metabolites

ALBUMIN ALBU-OEU’OID?DDNJ_@'ME:!H 53507
ALBUMIN ENVOY ALBU-0850

BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
‘Bsunuam TOTAL 4+1 |BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0800 5§3228/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP CRSL-M490 53250
CREATININE PAP SL CRSL-0630/0250

%CT BILIRUBIN BI0I-M430 53251_3
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY (GPSL-0850

GLUCOSE HKk GHEL-M450

GLUCOSE HK SL GHEIL-OEDM_EO 533N
GLUCOSE PAP GPSL-MB30

GLUCOSE PAP SL GPEL-0507/0500/0707/0700/0250/0455/0487

LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 _ 53481
PHOSPHORUS PHOS-0600/02304430 59123
FPHOSPHORUS E_IEOY PHOS-0850

TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRLUBIN ENVOY BITV-0650 53229
TOTAL PROTEIN PROB-M830

TOTAL PROTEIN ENVOY PROB-0850 53885
TOTAL PROTEIN PLUS PROB-0600/0700/0250

UREA URSL-MB30

UREA ENVODY URSL-0850 53587
UREA LV 5L U!_H_SHI:-MZTHMZIJ!DSDWDSDTIOZSWSS

URIC ACID AUML-MB30

URIC ACID ENVOY AUNVD-0850 53583
URIC ACID MONO 5L AUML-0487/0427/0420/0500/0507/0707/0250

URIC ACID 5L AUSL-D250

URINE PROTEIN PRTU-M230 53481

Enzymes / Enzymes

ALP SDEAI 5L PASL-0400/0420/0230

ALP ENVOY PIVD-0850 52028
ALP IFCC ALPI-0230

ALT ENVIOY ALSL-0850

ALT/GPT ALEL-M430 52023
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455

AMYLASE AMSL-M430

AMYLASE ENVOY AMSL-0850 52040
[AMYLASE SL AMSL-0390/0400/0230

AST/GOT ASSL-M430

AST ENVOY ASVD-0850 52954
ASTIGOT 4+1 SL ASSL-0410/0430/05 1455

CHOLINESTERASE CHES-0053 52871
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850 52004
CK-ME SL/ CKEMB CMSL-0410/0430VD230

CK NAC CKSL-M230 53003
CK NAC SL CKSL-0410/0430/0230

GAMMA-GT GISL-M230

GAMMAGT PLUS 5L GISL-0400, ] 53027
GGT ENVOY GISL-0850

LOH ENVOY LLSL-DBSD

LDH IFCC LLSL-M230 53072
LDH-L SL LLSL-0400/0420/0230

LIPASE LPSL-0250

LIPASE ENVOY LPSL-0850 53108
LIPASE 5L LPSL-0230

Electrolytes / Oligo-élements / Electrolytes / Trace-elements

CALCIUM ARSENAZO CALR VMAI0 45789
CALCIUM ENVOY CALA-0850

CHLORIDE CHLO- 60037
IRON ENVOY FEFE-0850 54758
IRON FERENE FEFE-0230/0600/M230

MAGNESIUM ENVOY MAGX-0850

MAGNESIUM X8 MGXB-0250/0600/M4230 46795
|MAGNESIUM XYLIDYL MAGX-0230/0500

Lipides | Lipids

CHOLESTEROL CHSL-MB30 53359
CHOLESTEROL ENVOY. CHSL-0850

CHOLESTEROL HDL 5L 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LDL SL 26 LDLL-D230/0380¢0380 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330 53391
HDL CHOLESTEROL ENVOY HOLL-DBS0

LDL CHOLESTEROL CLOL-0250/M330 53365
ILDL CHOLESTEROL ENVOY LOLL-0850

TRIGLYCERIDES TGML-MES0

TRIGLYCERIDES ENVOY TGML-0B50 53460
TRIGLYCERIDES MONO SL NEW TGML-0427/0425/0515/0700/0517/0707/0497

TRIGLYCERIDES SL TGML-0250/0455

Vie
@
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REACTIFS - REAGENTS - REACTIVOS IREFERENGEB--‘ REFERENCES - REFERENCIAS Code GMDN
Contréles-Callbrants-Standards / Controls-Calibrators-Standards
CHOLESTEROL HDL 2G CALIBRATOR HOLL-0011/0041 44696
CHOLESTERCL LDL 2G CALIBRATOR LOLL-0011/0041 41728
CHOLESTEROL Standard 200 mg/dL CHOL-0055 44598
CK-MB CONTROL CKMB-0900 44693
|ELICAL 2 CALI-0550 47868
ELITROL | CONT-0050 47869
ELITROL Il CONT-0180
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HOL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | |SCT-0046 47869
|ISE CONTROL I ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-DD22 53482
TRIGLYCERIDES Standard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URLIV-0055 53588
URIC ACID B ma/dL ACLR-0055 44704
Protéines spécifiques / Specific proteins
ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M220 53705
CRP [P CALIBRATOR SET ICRP-0043 41838
CRP [P CONTRCL | ICRP-0046
CRP IP CONTRCL Il ICRP-0047 41838
CRF WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRF WR ENVOY CRPW-0850 53705
FERRITIN IFRT-D230 53718
FERRITIN CALIBRATOR IFRT-D022 41827
HAFTOGLOBIN IP IHAP-0400 53737
HoAlc HBAC-0240 50090
HbAlc CALIBRATOR SET HBAC-0043 §3215
HbAlc CONTROLL+H HBAC-0049 44435
IgA IP 1IGA-0400 53760
1G IP |nec-nann 53787
IgM P 1IGM-0400 53795
PALBUMIN IP ||mL.aaan 53475
LALBUMIN IF CALIBRATOR SET |imaL-0043 53477
BALBUMIN IP CONTROL | |inaL-a0as 3478
WALBUMIN IP CONTROL Il |ImaL-0047
OROSCMUCOID IP lioRo-0400 53606
PREALBUMIN IP IPAL-0400 53957
PROTEIN IP CALIBRATOR SET IFRO-0043 53593
RF CALIBRATOR IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL | IRCT-0D48 47888
RHEUMATOLOGY CONTROL Il IRCT-0047
TRANSFERRIN [P ITRF-0400 53041
Vitamines/Vitamins
VITAMIN D \VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET \VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /
ISE Solutions for ion-selective electrodes
ISE BASELINE SOLUTION ENVOY lispA.05D 59238
ISE CALIBRATORS |IscA-0250 52867
ISE CALIBRATOR ENVOY |iscv-osso
ISE CLEANERICONDITIONER |iscc-oza0 59058
ISE DILUENT |isol-o250 58237
ISE DILUENT ENVOY liscv-08s50
ISE REFERENCE SOLUTION ||sns-osuo 59238
|SE REFERENCE SOLUTION ENVOY 1SRS-0850
Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments
|ACID SOLUTION for ELITech Clinical Systems Anal SLHC-5900 59058
SYSTEM CLEANING SOLUTION far ELITech Clinical Systems Analyzars SLNA-5800 59058
SYSTEM SOLUTION 5LSY-5305 58236
SYSTEM SOLUTION for ELITech Clinical Systems Ana 5LSY-5000
WASH SOLUTION A S0LA-M163 59058
[WASH SOLUTION B WASH SOLUTION B 58058
Tests d'agglutination / Agglutination tests
CRP LATEX |LxcR-0112 53707
Vilo-
DCCE-ECSSAS-v10 212
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bsi.

By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that:

Holds Certificate Number:

Abbott Laboratories
Diagnostics Division
100 Abbott Park Road
Abbott Park

FM 743464

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the

following scope:

Design, Manufacture, Development, Management of Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits, Reagents, Accessories

and Instruments.

For and on behalf of BSI:

Original Registration Date: 2018-10-12

Latest Revision Date: 2024-09-19

UKAS

MANAGEMENT
SYSTEMS

1o}

0003

Matt Page, Managing Director Assurance - UK & Ireland

Effective Date: 2024-10-13
Expiry Date: 2027-10-12

Page: 1 of 2

..making excellence a habit’

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=FM+743464&ReIssueDate=19%2f09%2f2024&Template=uk

Certificate No: FM 743464

Location

Registered Activities

Abbott Laboratories
Diagnostics Division
100 Abbott Park Road
Abbott Park

Illinois

60064

USA

Design, Manufacture, Development, Management of
Installation, Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents, Accessories and
Instruments.

Abbott Laboratories
Diagnostics Division
- Conway Park

675 North Field Drive
Lake Forest

Illinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites

Abbott Laboratories

Diagnostics Division

- K Complex - Distribution Center
Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Original Registration Date: 2018-10-12

Latest Revision Date: 2024-09-19

QC Inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Effective Date: 2024-10-13
Expiry Date: 2027-10-12

Page: 2 of 2

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=FM+743464&ReIssueDate=19%2f09%2f2024&Template=uk

bsi.
Certificate of Registration

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

By Royal Charter

This is to certify that: Abbott Laboratories
Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA

Holds Certificate Number: MD 743461

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, Manufacture and Distribution of In Vitro Diagnostic Medical Devices used in the
Diagnosis, Management and Detection of Cancer, Autoimmune Status, Cardiac Markers,
Endocrine Disorders, and for Therapeutic Drug Monitoring.

Design, Development, Manufacture, Installation, Service and Distribution of In Vitro Diagnostic
Medical Devices for Immunoassay and Clinical Chemistry Systems.

Design, Development, Manufacture, Installation, Service and Distribution of In Vitro Diagnostic
medical devices including Analyzers, Reagents, and related Accessories for the identification of
hematologic parameters.

For and on behalf of BSI: QM \nds g <

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

Original Registration Date: 2021-06-01 Effective Date: 2024-10-13
Latest Revision Date: 2024-10-03 Expiry Date: 2027-10-12
& Page: 1 of 2
g ..making excellence a habit”

0003

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+743461&ReIssueDate=03%2f10%2f2024&Template=uk

Certificate No: MD 743461

Location

Registered Activities

Abbott Laboratories
Diagnostics Division
100 Abbott Park Road
Abbott Park

Illinois

60064

USA

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories
Diagnostics Division
- Conway Park

675 North Field Drive
Lake Forest

Illinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites.

Abbott Laboratories

Diagnostics Division

- K Complex - Distribution Center
Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Original Registration Date: 2021-06-01

Latest Revision Date: 2024-10-03

QC inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Effective Date: 2024-10-13
Expiry Date: 2027-10-12

Page: 2 of 2

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+743461&ReIssueDate=03%2f10%2f2024&Template=uk

aAbbott

Declaration of Conformity

Certificate Identification: SC-09H46
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, 1L 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H46-02 58236 CELL-DYN Emerald CLEANER Self-declared
09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
09H48-02 58237 CELL-DYN Emerald DILUENT Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of
the member states.

This declaration is made in accordance with Annex 111 of the [VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: N> o= Signature: :(%L"_——‘*ﬁ

3 B L e
Full Name: Barry Simpson Full Name;: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: Q2. Doe . 0 15 Date of Approval: O 4£c 2078

Date Issued: DEC 03 2015 Place Issued:; Abbott Santa Clara
IRIS V6 Effective (Date or
Supersedes: July 6, 2015 Lot Number): DEC 0 3 2015
CELL-DYN Emerald Reagents Declaration of Conformity
December 2015 (IRISV7)

Page | of |



bsi.
Certificate of Registration

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

W S

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.

For and on behalf of BSI: qt"“m' \ %

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2002-10-25 Effective Date: 2024-04-14
Latest Revision Date: 2024-03-26 Expiry Date: 2027-04-13
b Page: 1 of 2
S ..making excellence a habit”

0003

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, Knowilhill, 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.



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: 2024-03-26

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: 2024-04-14
Expiry Date: 2027-04-13

Page: 2 of 2

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.



Declaration of Conformity helena

Biosciences Europe

HL-7- 0135 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5183 Routine Control SA 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 31° October 2013

¢
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0511 DC DOI 2013/08 (3)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex lll (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5376 Clauss Fibrinogen 100 55997
5376H Clauss Fibrinogen 100 55997

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 05 Aug 2013

¢
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 06 Aug 2015

¢
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0137 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 31° October 2013

¢
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0138 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 31° October 2013

¢
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom
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ZERTIFIKAT e CERTIFICATE ¢
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(( pAKLs

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 120095 0001 Rev. 00

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Hangzhou Tongzhou Biotechnology
col, Ltd.

Room 102, Building 4, No. 191, Xintian Road, Yunhe Street
Linping District

311103 Hangzhou, Zhejiang Province
PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production and Distribution
of In Vitro Diagnostic Reagents, Control Material

and Instruments for Clinical Chemistry,
Immunochemistry (Immunology) and Infectious
Diseases, including Professional Laboratory Use,
Near Patient and Self Testing

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 120095 0001 Rev. 00

Report No.:

Valid from:
Valid until:

Date, 2023-07-21

Page 1 of 2

SH23211001

2023-07-20
2026-07-19

C@l(-\/

Christoph Dicks
Head of Certification/Notified Body

TUV SUD Product Service GmbH - Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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ZERTIFIKAT e CERTIFICATE ¢

rOVESUD TOVEED TOV SER TUV SUBRTUV SUDWEUV SUD Ty sUn- TElisUD TUTESUD  TUVIEED ' TUV SEIR TUV:SUBR TUV SUDMTUV SUD TV SUD

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Praduct Service

Certificate

No. Q5 120095 0001 Rev. 00

Applied Standard(s): ENISO 13485:2016
PP ( ) Medical devices - Quality management systems -

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

Facility(ies): Hangzhou Tongzhou Biotechnology Co., Ltd.
Room 102, Building 4, No. 191, Xintian Road, Yunhe Street,
Linping District, 311103 Hangzhou, Zhejiang Province, PEOPLE'S
REPUBLIC OF CHINA

See Scope of Certificate

i | ®
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body + Ridlerstrae 65 = 80339 Munich « Germany



CERTIFICATE
EC |REP | ctreroozs0i065

Ver: CERT-202110.V1

CMC MEDICAL DEVICES & DRUGS S.L.

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the
European Authorized Representative of

Hangzhou Tongzhou Biotechnology Co., Ltd
Room 102, Building 4, No. 191, Xintian Road, Yunhe
Street, Linping District, Hangzhou, China.

The certificate remains valid until the expiration agreement of EC REP,
manufacturing conditions, the quality system or relevant legislation are
changed. The validity is conditioned by positive results of periodic
surveillance audits.

The product liability rests with the manufacturer in accordance with
applicable directive/regulation and standard mention in Annex | of this
certificate, after fulfilling of the relevant EU legislation requirements, the
manufacturer shall affix relevant CE marking to all below mentioned
models of the medical device.
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Issue date: 06/04/2022 Expiration date: 25/01/2027

ojy 1y >

Verification Code
CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N°18, CP29006, Malaga-Spain
www.cmcmedicaldevices.com




EC

REP

CERTIFICATE

O ECREP20220406.5
m
w Ver: CERT-202110.V1
-
|
=
m
g Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido
q Zopiclone (ZOP) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
; Zolpidem (ZOL) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
oy Zika NS1 Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
g Zika 1gG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
c Zika 1gG/IgM and NS1 Combo | CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
o Rapid Test
Vitamin D Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Vibrio cholerae 0139 (VC CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
g 0139) Rapid Test
w Vibrio cholerae O1 (VC 01) CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
q Rapid Test
— Vibrio cholerae 01/0139 CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
) Combo Rapid Test
e
Typhoid IgG/IgM Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Test(Whole Blood/Serum/
q Plasma)
Typhoid IgG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
(Serum/Plasma)
g Tuberculosis (TB) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
w TSH Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
d Tricyclic Antidepressants CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
TCA) Rapid Test
- ( ) Rap
oy Transferrin and FOB Combo CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
n Rapid Test
E' Tetanus Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Syphilis Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Synthetic Marijuana (K2) CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
E Rapid Test
Streptococcus pneumoniae CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Antigen Rapid Test
Strep B Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Strep A Rapid Test(Control CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Line in Red)

Issue date: 06/04/2022

Expiration date: 25/01/2027

ojy 1y >

Verification Code
CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N°18, CP29006, Malaga-Spain
www.cmcmedicaldevices.com




EC

REP

CERTIFICATE

@ ECREP20220406.5
m
w Ver: CERT-202110.V1
-
|
E—]
g Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido
-" Strep A Rapid Test(Control CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
m Line in Blue)
SP-10 Male Fertility Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
n Test
m Salmonella typhi Antigen CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
w Rapid Test
—I SAA Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
T
s g | SAA and CRP Combo Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
oy Test
g RSV&lInfluenza A+B Combo CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
c Rapid Test
o RSV Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Rotavirus Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Rotavirus and Adenovirus CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
n Combo Rapid Test
m Rheumatoid Factor Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
3 Test
== Procalcitonin (PCT) Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
b g | Test (Whole Blood/Serum/
pe— Plasma)
; Procalcitonin (PCT) Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
q Test (Serum/Plasma)
Pregnancy (hCG) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Midstream
n Pregnancy (hCG) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
m (Whole Blood/Serum/Plasma)
w Pregnancy (hCG) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
-l (Urine)
—
m Pregnancy (hCG) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
- .
n (Serum/Plasma/Urine)
p Pregnancy (hCG) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
-| Phencyclidine (PCP) Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Test
Oxycodone (OXY) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
E Ovulation (LH) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
:Ig Midstream
Ovulation (LH) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Opiates (OPI) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
NT-proBNP Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Issue date: 06/04/2022

Expiration date: 25/01/2027
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Verification Code
CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N°18, CP29006, Malaga-Spain
www.cmcmedicaldevices.com
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EC

REP

Ver: CERT-202110.V1

CERTIFICATE

ECREP20220406.5

Test

Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido
Norovirus, Rotavirus, CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Adenovirus and Astrovirus
Combo Rapid Test
Norovirus, Rotavirus and CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Adenovirus Combo Rapid
Test
Norovirus Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Myoglobin/CK-MB/Troponin | CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Combo Rapid Test
Myoglobin Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Mycoplasma Pneumoniae IgG/ | CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
IgM Combo Rapid Test
Mycoplasma pneumoniae CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Antigen Rapid Test
Multi-Drugs Rapid Test Key CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Cup
Multi-Drugs Rapid Test 1-Step | CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Cup
Multi-Drugs Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Morphine (MOP) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
MONO Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Micro-Albumin Semi- CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Quantitative Rapid Test
Micro-Albumin Qualitative CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Rapid Test
Methylphenidate(MPD) Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Test
Methamphetamine (MET) CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Rapid Test
Methadone (MTD) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Marijuana (THC) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Malaria P.f./P.v. Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Malaria P.f./P.v. /Pan Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Test
Malaria P.f./ Pan Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Malaria P.f. Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Lyme IgG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Leptospira IgG/IgM Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Issue date: 06/04/2022

CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N°18, CP29006, Malaga-Spain

www.cmcmedicaldevices.com

Expiration date: 25/01/2027

Verification Code




EC

REP

CERTIFICATE

O ECREP20220406.5
m
w Ver: CERT-202110.V1
-
|
=
g Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido
-"l Leishmania 1gG/IgM Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
m Test
Lactoferrin Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
n Ketamine (KET)Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
m Insulin-like Growth Factor- CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
e binding Protein 1 (iIGFBP-1)
—I Rapid Test
—
s g | Influenza A+B Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
—
g Influenza A Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
IgE Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
U Human Semen Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
o HSV 1/2 IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
(Whole Blood/Serum/Plasma)
n HSV 1/2 IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
m (Serum/Plasma)
w HSV 1/2 1gG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
- (Whole Blood/Serum/Plasma)
-
b g | HSV 1/2 1gG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
= (Serum/Plasma)
; HSV 1/2 1gG/IgM Combo CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Rapid Test
q HEV IgG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
HbAlc Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
g Hb+Hb-Hp Combo Rapid Test | CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
x H. pylori Antigen Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
:' H. pylori Antibody Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
- Test(Whole Blood/Serum/
— Plasma)
n H. pylori Antibody Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
> (Serum/Plasma)
-| H-FABP Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
H-FABP and cTnl Combo CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
E Rapid Test
Gonorrhea Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
EomboRapid-Test
Giardia Lamblia Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
FSH Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
FOB Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

ISsue date: 06/04/2022 Expiration date: 25/01/2027

ojy 1y >

Verification Code
o

CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N°18, CP29006, Malaga-Spain
www.cmcmedicaldevices.com
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EC

REP

CERTIFICATE

O ECREP20220406.5
m
w Ver: CERT-202110.V1
-
|
=
g Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido
-" Filariasis 1gG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
m (Whole Blood/Serum/Plasma)
Filariasis 19G/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
n (Serum/Plasma)
m Fetal Fibronectin (fFN) Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
m Test
—I Ferritin Semi-Quantitative CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
— Rapid test
m
oy Ferritin Rapid test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
g Fentanyl (FYL) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
c Ethylenediamine- CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
dimethylphosphinic acid
o (EDDP) Rapid Test
Ethyl Glucuronide (ETG) CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
n Rapid Test
m Entamoeba/Giardia/Crypto CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
w Rapid Test (1 Window)
—I Entamoeba/Giardia/Crypto CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
; Combo Rapid Test (3
A Windows)
Entamoeba histolytica Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Test
q Ecstasy (MDMA) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Dengue NS1 Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
g Dengue IgG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
x Dengue IgG/IgM and NS1 CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
-| Combo Rapid Test
; D-dimer Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
E Cryptosporidium Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
p Cryptosporidium and Giardia CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
_| Lamblia Combo Rapid Test
Cotinine (COT) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Cocaine (COC) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
E Clostridium difficile Toxin A CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
+Toxin B Combo Rapid Test
Is Clostridium difficile GDH+ CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Toxin A +Toxin B Combo
Rapid Test
Clostridium difficile GDH CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Rapid Test

Issue date: 06/04/2022

Expiration date: 25/01/2027

ojy 1y >

Verification Code
CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N°18, CP29006, Malaga-Spain
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EC

REP

CERTIFICATE

O ECREP20220406.5
m
w Ver: CERT-202110.V1
-
|
=
g Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido
-" CK-MB Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
m Chikungunya 1gG/IgM Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Test (Whole Blood/Serum/
n Plasma)
m Chikungunya IgG/IgM Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
m Test (Serum/Plasma)
—I Chagas Rapid Test(Whole CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
; Blood/Serum/Plasma)
oy Chagas Rapid Test (Serum/ CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
g Plasma)
c CEA Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Cardiac Troponin T (cTnT) CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
o Rapid Test
Cardiac Troponin | (cTnl) CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
n Rapid Test
m Candida albicans Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
3 Campylobacter Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
== Calprotectin Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
:E Calprotectin and Lactoferrin CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
; Combo Rapid Test
Calprotectin and FOB Combo CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
- Rapid Test
CA19-9 Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
n CA15-3 Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
g CA125 Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
q C-reactive protein Semi- CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
— Quantitative Rapid Test
z C-reactive protein Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
n Buprenorphine (BUP) Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
> Test
-| Brucella Abortus Antigen CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Rapid Test
E Blood Stain Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Benzodiazepines (BZO) Rapid | CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
,45 Test
Barbiturate (BAR) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Astrovirus Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Amphetamine (AMP) Rapid CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Test

Issue date: 06/04/2022

Expiration date: 25/01/2027
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Verification Code
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EC

REP

Ver: CERT-202110.V1

CERTIFICATE

ECREP20220406.5

Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido
AMH Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
AFP Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Adenovirus&RSV Combo CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Rapid Test
Adenovirus, RSV and CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Influenza A+B Combo Rapid
Test
Adenovirus Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Adenovirus pneumoniae CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Antigen Rapid Test
7-Aminoclonazepam (7-ACL) CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
Rapid Test
H-FABP and Myoglobin/CK- CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
MB/Cardiac Troponin | Combo
Rapid Test

Issue date: 06/04/2022

CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo N°18, CP29006, Malaga-Spain

www.cmcmedicaldevices.com

Expiration date: 25/01/2027

Verification Code
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=3 Address: e
=4 District, Hangzhou, China. (s
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R Procedure: 7 =
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CE

No. Product Description
Classification
(= )

I Pregnancy (hCG) Rapid Test Other
2 Pregnancy (hCG) Rapid Test (Urine) Other
3 Pregnancy (hCG) Rapid Test Midstream Other
4 Pregnancy (hCG) Rapid Test (Serum/Plasma/Urine) Other
5 Pregnancy (hCG) Rapid Test (Whole Blood/Serum/Plasma) Other
6 Ovulation (LH) Rapid Test Other
7 Ovulation (LH) Rapid Test Midstream Other
8 FSH Rapid Test Other
9 AMH Rapid Test Other
10 Fetal Fibronectin (fFN) Rapid Test Other
11 Insulin-like Growth Factor-binding Protein 1 (iGFBP-1) Rapid Test Other
12 HSV 1/2 1gM Rapid Test (Serum/Plasma) Other
13 HSV 1/2 1gM Rapid Test (Whole Blood/Serum/Plasma) Other
14 HSV 1/2 1gG/IgM Rapid Test (Serum/Plasma) Other
15 HSV 1/2 1gG/1gM Rapid Test (Whole Blood/Serum/Plasma) Other
16 HSV 1/2 1gG/1gM Combo Rapid Test Other
17 Candida albicans Rapid Test Other
18 Gonorrhea Rapid Test Other
19 Gonorrhea and Chlamydia Combo Rapid Test Other
20 Strep B Rapid Test Other
21 Adenovirus Rapid Test Other
22 Rotavirus Rapid Test Other
23 Norovirus Rapid Test Other
24 Rotavirus and Adenovirus Combo Rapid Test Other
25 Norovirus, Rotavirus and Adenovirus Combo Rapid Test Other
26 Astrovirus Rapid Test Other
27 Norovirus, Rotavirus. Adenovirus and Astrovirus Combo Rapid Test Other
28 Entamocba histolytica Rapid Test Other
29 Giardia Lambliia Rapid Test Other
30 Cryptosporidium Rapid Test Other
31 Cryptosporidium and Giardia Lamblia Combo Rapid Test Other
32 Entamocha/Giardia/Crypto Rapid Test (1 Window) Other
33 Entamoeba/Giardia/Crypto Combo Rapid Test (3 Windows) Other
34 Campylobacter Rapid Test Other
35 Clostridium difficile GDH Rapid Test Other
36 Clostridium difficile Toxin A +Toxin B Combo Rapid Test Other
37 Clostridium difficile GDH+ Toxin A +Toxin B Combo Rapid Test Other
38 H. pylori Antibody Rapid Test (Serum/Plasma) Other
39 H. pylori Antibody Rapid Test (Whole Blood/Serum/Plasma) Other
40 H. pylori Antigen Rapid Test Other
41 Vibrio cholerae O1 (VC O1) Rapid Test Other
42 Vibrio cholerae 0139 (VC O139) Rapid Test Other
43 Vibrio cholerae 01/0139 Combo Rapid Test Other
44 Chagas Rapid Test (Serum/Plasma) Other
45 Chagas Rapid Test (Whole Blood/Serum/Plasma) Other
46 Chikungunya IgG/IgM Rapid Test (Serum/Plasma) Other
47 Chikungunya IgG/IgM Rapid Test (Whole Blood/Serum/Plasma) Other
48 Dengue 1gG/IgM Rapid Test Other
49 Dengue NSI1 Rapid Test Other
50 Dengue IgG/1gM and NS1 Combo Rapid Test Other
51 Zika NS1 Rapid Test Other
52 Zika IgG/IgM Rapid Test Other
33 Zika IgG/IgM and NS1 Combo Rapid Test Other




54 Filariasis IgG/IgM Rapid Test (Serum/Plasma) Other
55 Filariasis 1gG/IgM Rapid Test (Whole Blood/Serum/Plasma) Other
56 Typhoid 1gG/1gM Rapid Test (Serum/Plasma) Other
57 Typhoid 1gG/1gM Rapid Test (Whole Blood/Serum/Plasma) Other
58 Salmonella typhi Antigen Rapid Test Other
59 Leishmania [gG/1gM Rapid Test Other
60 Leptospira 1gG/1gM Rapid Test Other
61 Malaria P.f. Rapid Test Other
62 Malaria .[./ Pan Rapid Test Other
63 Malaria P.f./P.v. Rapid Test Other
64 Malaria P.L./P.y. /Pan Rapid Test Other
65 HEV 1gG/IgM Rapid Test Other
66 Syphilis Rapid Test Other
67 Strep A Rapid Test (Control Line in Red) Other
638 Strep A Rapid Test (Control Line in Blue) Other
69 Streptococcus pneumoniae Antigen Rapid Test Other
70 Mycoplasma pneumoniae Antigen Rapid Test Other
71 Mycoplasma Pneumoniae [gG/IgM Combo Rapid Test Other
72 MONO Rapid Test Other
73 Adenovirus pneumoniae Antigen Rapid Test Other
74 Influenza A+B Rapid Test Other
75 Influenza A Rapid Test Other
76 RSV Rapid Test Other
i RSV&Influenza A+B Combo Rapid Test Other
78 Adenovirus& RSV Combo Rapid Test Other
79 Adenovirus, RSV and Influenza A+B Combo Rapid Test Other
80 Brucella Abortus Antigen Rapid Test Other
81 Lyme IgG/IgM Rapid Test Other
82 Tetanus Rapid Test Other
83 Tuberculosis (TB) Rapid Test Other
84 7-Aminoclonazepam (7-ACL) Rapid Test Other
85 Amphetamine (AMP) Rapid Test Other
86 Barbiturate (BAR) Rapid Test Other
87 Buprenorphine (BUP) Rapid Test Other
88 Benzodiazepines (BZ0) Rapid Test Other
89 Cocaine (COC) Rapid Test Other
90 Cotinine (COT) Rapid Test Other
91 Ethylenediamine-dimethylphosphinic acid (EDDP) Rapid Test Other
92 Ethyl Glucuronide (ETG) Rapid Test Other
93 Fentanyl (FYL) Rapid Test Other
94 Ketamine (KET)Rapid Test Other
95 Eestasy (MDMA) Rapid Test Other
96 Methamphetamine (MET) Rapid Test Other
o Morphine (MOP) Rapid Test Other
98 MethyIphenidate (MPD) Rapid Test Other
99 Methadone (MTD) Rapid Test Other
100 Opiates (OPI) Rapid Test Other
101 Oxycodone (OXY) Rapid Test Other
102 Phencyclidine (PCP) Rapid Test Other
103 Synthetic Marijuana (K2) Rapid Test Other
104 Tricyclic Antidepressants (TCA) Rapid Test Other
105 Marijuana (THC) Rapid Test Other
106 Zolpidem (ZOL) Rapid Test Other
107 Zopiclone (ZOP) Rapid Test Other
108 Multi-Drug Rapid Test Other
109 Multi-Drug Rapid Test 1-Step Cup Other
110 Multi-Drug Rapid Test Key Cup Other
111 AFP Rapid Test Other




112 CEA Rapid Test Other
113 CA 125 Rapid Test Other
114 CA15-3 Rapid Test Other
115 CA19-9 Rapid Test Other
116 FOB Rapid Test Other
117 Calprotectin and FOB Combo Rapid Test Other
118 Transferrin and FOB Combo Rapid Test Other
119 Hb+Hb-Hp Combo Rapid Test Other
120 Cardiac Troponin I (¢Tnl) Rapid Test Other
121 Cardiac Troponin T (cTnT) Rapid Test Other
122 CK-MB Rapid Test Other
123 Myoglobin Rapid Test Other
124 H-FABP Rapid Test Other
125 H-FABP and ¢Tnl Combo Rapid Test Other
126 Myoglobin/CK-MB/Troponin 1 Comho Rapid Test Other
127 H-FABP and Myoglobin/CK-MB/Cardiac Troponin I Combo Rapid Test Other
128 NT-proBNP Rapid Test Other
129 D-dimer Rapid Test Other
130 C-reactive protein Rapid Test Other
131 C-reactive protein Semi-Quantitative Rapid Test Other
132 Procalcitonin (PCT) Rapid Test (Serum/Plasma) Other
133 Procalcitonin (PCT) Rapid Test (Whole Blood/Serum/Plasma) Other
134 Ferritin Rapid Test Other
135 Ferritin Semi-Quantitative Rapid Test Other
136 SP-10 Male Fertility Rapid Test Other
137 TSH Rapid Test Other
138 Vitamin D Rapid Test Other
139 HbA I¢ Rapid Test Other
140 Blood Stain Rapid Test Other
141 Human Semen Rapid Test Other
142 Calprotectin Rapid Test Other
143 Lactoferrin Rapid Test Other
144 Calprotectin and Lactoferrin Combo Rapid Test Other
145 1gE Rapid Test Other
146 Rheumatoid Factor Rapid Test Other
147 Micro-Albumin Semi-Quantitative Rapid Test Other
148 Micro-Albumin Qualitative Rapid Test Other
149 SAA Rapid Test Other
150 SAA and CRP Combo Rapid Test Other
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Certificate DE22/00000148

The management system of

ams-OSRAM AG am

q!l:.:lll.lll
i

OSRAM

Tobelbader Strasse 30, SchloR Premstatten, AT 8141 Premstatten

has been assessed and certified as meeting the requirements of

1SO 9001:2015

For the following activities

Research and development, design, production and sales of sensor solutions, ICs and related software, pre-materials, equipment,
opto semiconductor and lighting products, services and components for sensing, illumination and visualization

This certificate is valid from 15 November 2023 until 06 March 2026 and remains valid subject to satisfactory surveillance audits.
Issue 6. Certified since 20 July 2022
Organization certified since 28 September 2001 and first certified by SGS on 20 July 2022.

Certified activities performed by additional sites are listed on subsequent pages.

Jc.oa..\ TN"Y/4

Authorised by

Jonathan Hall
Global Head - Certification Services

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t +44 (0)151 350-6666 - www.sgs.com

UKAS

MANAGEMENT
SYSTEMS

This document is an authentic electronic certificate for Client’ business purposes use only. Printed version of the electronic certificate are permitted and will be considered as a copy.
This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to the limitation of
liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful.
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EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO., LTD
Name and address of the manufacturer: / Unit 602, International Center, N0.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Gilson Pipette Tips
the medical device: /

le dispositif médical: /

il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de laclasse: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein/ (IVDD, Article9(1)) not be part of list A & B of annex Il
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A eB
dell'allegato Il

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehdérigen ,Endprifprotokoll®. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de I'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang Ill (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex Ill (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'VDD 98/79 / CE
Procedura di valutazione della conformita: Allegato Ill (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:

CE
&/ N
Suzhou, 2022.12.14 Gengnal h{laﬁgvg;e‘
< N A
Ort, Datum / Place, date / Name und vnktiQﬁ' e and f Y
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ZERTIFIKAT & CERTIFICATE

( 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:

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@s'(—\/

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

un s ®
Page 1 of 2 Tav

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


http://www.tuvsud.com/ps-cert?q=cert:Q5%20020747%200242%20Rev.%2002
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

&1

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



nouvda

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

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

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

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, Director of Regulatory and Quality

Date: Jv/ ?—"f/l-u'h

g

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 g:;'?;:;ﬁ%rg single channel.chnigal cramishy 56681 21-02
59508 (Séitnf;gmgci?{ligg)ll‘lus@ Analyzer z::ll;o;ﬁ%rg single channel clinical chemistry 56681 21-02
57820 if?; Eggi Prime Plus MicroSensor Card™ zr?;rll;-zo;ﬁ%rg single channel clinical chemistry 56681 21-02
57821 gﬁrtsl?(rjortg:tii{r;e Plus MicroSensor Card™ ::;r;}tl—zo;cl%rg single channel clinical chemistry 56681 21-02
57822 VS\E: Egg; E’i_rll:"gr? \lj(leljjn[\ln;;:roSensor Card™ zr?;r:;-zo;c:%r[e) single channel clinical chemistry 56681 21-02
57823 |Stat Profile Prime Plus Reference Cartridge zr?;r:;-zoef;t‘i?/r[e) Single channiel Chnical cEmisiry 56681 21-02
57825 1Sg)aot g;?]:"l::ePrime Plus Calibrator Cartridge R’I{l.lgtligzitég?:rgaslhaemoximetry!electrolyte analyte 52859 11-04-04-03-00
57826 gg;t g’;r;:‘:‘l}e])ePﬁme Plus Calibrator Cartridge mlgfizgigig?:rgas!haemoximetryfelectrolyte analyte 52859 11-04-04-03-00
57827 ?E}%t g;?‘:i‘l)?ePrime Plus Calibrator Cartridge mlgtigziglrg?odrgasfhaemoximetry!eEectroiyte analyte 52859 11-04-04-03-00
57828 féacl)t SP;?I:TII;I:EPrime Plus Calibrator Cartridge |I\{l}lgtrl|;J:Ir:1r-,~lil;lrc‘;?mcirgas;'haemo:ncimetrynfe[ectrolyte analyte 59859 11-04-04-03-00
57829 t_S)é%t SP;(;?FIJ?BPrime Plus Calibrator Cartridge lrﬂLIJDIt'i(p;laenElrc’:t);irgasfhaemoximetry!eJectronte analyte 52859 11-04-04-03-00
57831 ;S(t}ag SP;?;i;TercﬁecF;Ieuast?gtbr:ator Cartridge mtgt‘i;(J:I:[iElrc;?;gas!haemoximetry!eiectrolyte analyte 52859 11-04-04-03-00
57832 g{t}ag SP;?;i;TeP\ﬂirtr;\eCF;leLl:t ?Sllinr:ator Cartridge I&\f({i.[gfiEI;.&]igIrz?grgasihaemoximetryielectrolyte analyte 52859 11-04-04-03-00
57833 ?éaot SP;:;;]:J?GPVTQ?}‘?;:I; ?Sllinéator Cartridge Jl\iﬂflé;t‘iréziglrz?grgasfhaemoximetryfelectrolyte analyte 52859 11-04-04-03-00
57834 i;ct)%t g;ﬂLTeP‘:j;;;‘ecljgxas; [CSILinhriator Cartridge Il\clgt‘igziglrg?:rgas!haemoxImetryfeIectrolyte analyte 52859 11-04-04-03-00
57835 g(t)a{!}t g;?:;)?ep\:%e;g; ?glLinb:ator Cartridge N}gfizﬁiglrc;?grgasfhaemoximetry!electrolyte analyte 52859 11-04-04-03-00
57838 g;a:qslr;)ﬁle Prime Plus Auto QC Cartridge 160 I{'\(!/Llljlfi;;lgn?rfglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57839 gtaarfﬂl;g)ﬁle Prime Plus Auto QC Cartridge 320 :\\r‘ligt’ip;fnl;igfd gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57840 gtaar}-l;;oﬁle Prime Plus Auto QC Cartridge 480 ru\ﬂ/?)“,igfnlt)rlgﬁd gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57841 g;ar:]z;oz:ﬁth?;;F;lgsLmuto QC Cartridge 105 mt[‘)lt,igfn?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57842 g;a;glzaﬁﬁthgzﬁlgiﬁuto QC Cartridge 210 :\{‘I;LE)Ifi?:I;enltJrlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57843 g;a;;?ﬁﬁth:gzﬁhésuﬁuto QC Cartridge 315 P{E{Lgfigléan?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57844 gt;%l;’(r?_fg‘?el;ri?e;’éus Ampuled Controls BG, ll'\{ﬂ/tgfipcfn?rlg;ad gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57845 gt:\;rlsirsota::’eLF;ﬂQ: :lﬁus Ampuled Controls I;\égfi;éléen?:glod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
58379 gr::lfrsogzgrigﬁdmus BUN, Creatinine - Zs;:?;-zoef;clirg single channel clinical chemistry 56681 21.02
58642 |Stat Profile Prime Plus MicroSensor Card™ zsgl‘;'z";ﬁﬁ‘jg single.cnennsl einical chermisiry 56681 21-02
58643 Stat Profile Prime Plus MicroSensor Card™  |Point-of-care single channel clinical chemistry 56681 21-02

(High Volume)

analyzer VD

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 Froduct Name Name Number Code
55229 |Nova Linearity Level 1,2,3,4 Multicle blod gashasmadmeiy/elbeimivio analin|  s2800 | 14-50490:01-00
56198 |Linearity Standard Set G Multipack ?3‘3“@'&?:3?" gashaemodmelry/electiolyle analyte|  z5ge0 11-50-90-90-00
61656 Nova Linearity Creatinine/BUN/Hct Levels Multiple blood gas/haemoximetry/electrolyte analyte 52860 11-50-90-90-00

1234

IVD, 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 3of 3
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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:

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 llI

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:

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, Director fof Regulatory and Quality c €

Date: j—v( /&?.L'/zg Zu

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:

gzt:‘ll:;egr Product Name Srn?t?er SLor:‘::I Medical Device Nomenclature (GMDN) g:}l’\gzl EDMS
14631 Power Cord Int 230V 56672 |Point-of-Care blood gasfhaemoximetry analyser IVD 21-02-02
38846 Nova Biomedical Capillary Tube Clot Catcher 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
38883 gt:ttciéfﬁle Critical Care Xpress Syringe Clot 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
42032 Prime Sensor Card CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 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 IVD 21-02-02
52484 Prime Pump Harness 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52582 Prime Probe S Line 100 ul 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52616 Prime Tubing L1 L2 L3 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52617 Prime Tubing Harness ABG/CCS 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52669 Prime Safety Sample Port 5 Pk 56672 Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52703 Prime Acc Pack 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52856 Prime CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52857 Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
53418 Remanufactured Prime CCS 56672 |Point-of-Care blood gas/fhaemoximetry analyser IVD 21-02-02
53420 Remanufactured Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser VD 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 IVD 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 IVD 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 szﬁ)rggksmndard Set A Levels 1,2,3,4 52860 :\{’I,Lgtliglsn?rlg!od gas/haemoximetry/electrolyte analyte 11-50-90-01-00
55229  |Nova Linearity Level 1,2,3,4 52860 m‘gfiﬂ'jn?r'gfd gas/hasmoximetry/electrolyte analyte | 1454 90:61-00
56198  |Linearity Standard Set G Multipack 52860 m‘gfiz'jn?r'gf’d gashaemoximetry/electrolyte analyte | 14 44 95.96.00

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 Product Name Number |Name Code
45150 |Prime Auto QC Cartridge CCS 200 Sample  |52860 |\ P1e blood gasihaemoximetry/electrolyte analyte | 44.50.90.01-00
52714  |Prime Ampuled Control ABG/CCS 52860 [\ Ple blood gashaemoximetrylelectrolyte analyte | 11.50.90-01-00
52864  |Prime Auto QC Cartridge CCS 300 Sample 52860 | vt IP\® Plood gashaemoximetrylelectrolyte analyte | 11_50.90.01.00
53107 |Prime Auto QC Cartridge ABG 200 Sample 52860 | \1Pie blood gasfhaemoximetry/electrolyte analyte | 11_5.99.91.00
53108  |Prime Auto QC Cartridge ABG 300 Sample 52860 mgﬁ‘;'(fn?r'gfd gashasmoximetry/clockiolfto analyte: | 44 5 55465460
53455 | Prime Auto QC Cartridge CCS 100 Sample (52860 | MaPle blood gasihaemoximetry/electrolyte analyte | 41_50.99.91.00
53456 | Prime Auto QC Cartridge ABG 100 Sample (52860 | MuPle blood gashaemoximetry/electrolyte analyte | 41_50.99.91.00
Prime Calibrator Cartridge CCS Comp 300 Multiple blood gas/haemoximetry/electrolyte analyte A :
52427 |gomS s 52859 | P 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 100 Multiple blood gas/haemoximetry/electrolyte analyte
52861  |ooriic 2 e 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
52862 Prime Calibrator Cartridge CCS 100 Sample 52859 IVD. calibrator 11-04-04-03-00
52863  |Prime Calibrator Cartridge CCS 300 Sample 52859 | \liple blood gasihaemoximetry/electrolyte analyte | 11_44.94.03.00
53104 |Prime Calibrator Cartridge ABG 100 Sample  |52859 | \11Ple blood gasihasmoximetry/electrolyte analyte | 11.04.04.03.00
Prime Calibrator Cartridge CCS Comp 400 Multiple blood gas/haemoximetry/electrolyte analyte
53105 |ooriie BOREE |t 11-04-04-03-00
53359 |Prime Calibrator Cartridge ABG 300 Sample (52859 | Mple blood gasihaemoximetry/electrolyte analyte | 1.4 04.03.00
53360 | Prime Calibrator Cartridge ABG 200 Sample (52859 | M ple blood gashaemoximetry/electrolyte analyte. | 1154 04.93.00
53364  |Prime Calibrator Cartridge CCS 200 Sample (52859 | \aitPle blood gas/haemoximetry/electrolyte analyte | 414 44.03.00
Prime Calibrator Cartridge CCS Comp 200 Multiple blood gas/haemoximetry/electrolyte analyte
53365 | 52858 | e oy 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
53463 Prime Calibrator Cartridge ABG 400 Sample 52859 IVD. calibrator 11-04-04-03-00
53464  |Prime Calibrator Cartridge ABG 500 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 14 4 04 0300
IVD, calibrator
53465 | Prime Calibrator Cartridge ABG 600 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 44 4 04 03.00
VD, calibrator
53466  |Prime Calibrator Cartridge CCS 400 Sample (52859 | \IiPle blood gasihaemoximetry/electrolyte analyte | 1.4 04.03.00
53467 | Prime Calibrator Cartridge CCS 500 Sample  |52859  |Multiple blood gas/haemoximetry/electrolyte analyte | 44 44 54 63 00
IVD, calibrator
53468 |Prime Calibrator Cartridge CCS 600 Sample | 52859 ?{“{‘Ejt'gzigg‘;‘ggas’ haemoximetry/electrolyte analyte | 1 14 14 93 09
Prime Calibrator Cartridge CCS Comp 500 Multiple blood gas/haemoximetry/electrolyte analyte B i
53460 | 52860 |\ s 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 600 Multiple blood gas/haemoximetry/electrolyte analyte
53470 | (ime 62850 |V b oter 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
OF REGISTRATION

Certificate Number:

9362
This is to certify that the management system of:
] B syst | Revision Level: 05
Initial Certification Date:
Awareness Technology, Inc. = s
Date of Certification Decision;
Main Site: 1935 SW Martin Highway December 19, 2023
Palm City, Florida 34990 USA Issuing Date:
December 19, 2023
Additional site: 2325 SW Martin Highway, Palm City, Florida 34990 USA
Valid Until:
has been assessed by Intertek as conforming to the requirements of: December 18, 2026
43485; Acreciiod
. | & e SDCcl-Ms
ISO 13485:2016
The quality management system is applicable to: ‘ﬂrmm“’ ™ WCCN

™

Thee 40T i chyfitation Syembol n an

intertek =i

The design, development, manufacture, distribution, installation and
service of IVDD General Laboratory Instruments. (_\ !! Q 9

Main site: Management, QA, Design, Sales, Service

Calm oldovean
Additional site: Manufacturing, Quality Control, Distribution, Shipping, President
Installation and Service.
Intertek Testing Services NA Inc. dba Intertek,
900 Chelmsford Street,

Lowell, MA, USA
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