LABORATORIES

C83 LORNE

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number
TPHA Microtitre plate kit 043100A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

| hereby declare that the products listed above comply with the essential
requirements and provisions of Directive 98/79/EC of the European
Parliament and of the Council (also SI 2002 No.618 which transposes the
requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy \_/elthu_is
T%%mﬁf;‘? Qén@il E?ggggovschi Tudor

Date: 2023.04.11 10:03:41 EEST

Reason: MoldSign Signature
Location: Moldova

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518

= s “ Danehill, Lower Earley | Email: info@lornelabs.com
© «\Q‘ UKAS
{r,.sn“ MANAGENENT

Berkshire RG6 4UT United Kingdom www.lornelabs.com

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name

Catalogue number

RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

LORNE

LABORATORIES

| hereby declare that the products listed above comply with the essential

requirements and provisions of Directive 98/79/EC of the European

Parliament and of the Council (also SI 2002 No.618 which transposes the

requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis

Technical Director

= v
{r,.sn“ MANAGENENT

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.lornelabs.com

Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



MEDICA

Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity C€

Product Name: Model/Type:

EasyLyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li,
Na/K/CalpH, Na/K/Cl/CalLi

EasyElectrolytes and accessories per attachment EasyElectrolytes Na/K/Cl, Na/K/Li

Manufacturer

s Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Emergo Europe, Prinsessegracht 20,
2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive 98/79/EC. These products are
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex Il List B of Directive
98/79/EC. In addition, they are in conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and
Electronic Equipment, and the corresponding national laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, September 27, 2018

Signature:

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs




EasyLyte Accessories

Catalog
No.

2004
2014
2015
2016
2021
2030
2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112
2115
2114
2026
2124
2814
2815
2843
2118
2598
2108
2107
2257

Accessory

EasyLyte Na/K Analyzer

EasyLyte Plus Na/K/Cl Analyzer

EasyLyte Lithium Na/K/Li Analyzer
EasyLyte Calcium Na/K/Ca/pH Analyzer
EasyLyte Na/K/Cl/Li Analyzer

EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li
EasyLyte EasySampler

EasylLyte K+ Electrode

EasyLyte Na+ Electrode

EasyLyte Cl- Electrode

EasyLyte Li+ Electrode

EasylLyte Ca++ Electrode

EasyLyte pH Electrode

EasyLyte Disposable Reference Electrode
EasyLyte Reference Electrode

EasyLyte Membrane Assembly

EasyLyte Na/K 800 ml Solutions Pack
EasyLyte Na/K/Cl 800mL Solutions Pack
EasyLyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Cl/Li 400mL Solution Pack
EasyLyte Na/K 400mL Solutions Pack
EasyLyte Na/K/Cl 400mL Solutions Pack
EasyLyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Ca/pH 400mL Solutions Pack
EasyLyte Na/K/Cl/Li 800mL Solution Pack
EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyLyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

EasyLyte Daily Cleaner Cup

EasyLyte Solutions Valve

EasylLyte Sample Probe

EasyLyte Sample Detector

EDMA Code
21071102
21071102
21071102
21071102
21071102
21071102
21071102
1104 01 06
1104 01 07
1104 0103
1104 01 04
11040102
11703102
11040401
11040401
21071102
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
115002 04
11500204
21071102
110101 27
21071102
21071102
21071102
21071102



EasyLyte Accessories, continued
Catalog No. Accessory

2104
2100
2492
2309
2111
2577
2323
2541
2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544
2934

EasyLyte Tubing Kit

EasyLyte Calcium Tubing Kit

EasyLyte Internal Filling Solution (125mL)
EasyLyte Wash Solution (50mL)

EasyLyte Urine Diluent (500mL)

EasylLyte Standard Solution, Urine (50mL)
EasyLyte Probe Wipers (6)

EasyLyte Printer Paper (3 rolls)

EasyLyte EasySampler Sample Cups, 500uL (500)
EasyLyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

EasyLyte Capillary Tubes

EasyLyte Capillary Adaptor Kit

EasyLyte Capillary Adaptor Cleaning Kit
EasyLyte Red Dye Test Solution (50mL)
EasyLyte Troubleshooting Kit

EasyLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li)
EasyLyte Quarterly Operating Kit
EasyLyte Maintenace Kit

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit
EasyLyte C Series Printer Paper (5 rolls)
EasyLyte Barcode Reader Kit

EDMA Code
21071102
21071102
11 04 04 90
11 04 04 90
11 04 04 90
11 04 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
11300111
21071102
21071102
21071102
21071102
21071102
21071102
11010127
21071102
21071102



EasyElectrolytes Accessories

Catalog No.
4002
4003
4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815
4405
4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
6537
6520

Accessory

EasyElectrolyte Na/K/Cl Analyzer

EasyElectrolyte Na/K/Li Analyzer

Reagent Module, Na/K/Cl

Reagent Module, Na/K/Li

EasyElectrolyte/EasyStat Na+ Electrode
EasyElectrolyte/EasyStat K+ Electrode

EasyElectrolyte CI- Electrode

EasyElectrolyte Li+ Electrode
EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode
EasyElectrolyte Spacer Electrode

EasyElectrolyte Troubleshooting Kit

Daily Cleaning Solution Kit
EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution
EasyElectrolyte Urine Diluent

Bi-Level Quality Control Kit
Tri-Level Quality Control Kit

EasyElectrolyte Na/K/Cl Demonstration Kit

EasyElectrolyte Na/K/Li Demonstration Kit

EasyElectrolyte Capillary Tube Kit

EasyElectrolyte Sampler

EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module
EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate
Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li+
EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin
EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit

EDMA Code
21071102
21071102
1104 04 02
1104 0402
1104 01 07
1104 01 06
11040103
1104 0104
11040401
1104 0190
21071102
110101 27
11300111
1104 04 90
11500204
11500204
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102



www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope;

Validity

ISO 9001:2015
09 100 89040

KONICA MINOLTA, INC.
1 Sakura-machi, Hino-shi, Tokyo, 191-8511 Japan

including the locations according to annex

Design, Development and Manufacture of Direct Digitizers
(Computed Radiography Systems and Digital Radiography
Systems), Laser Imagers, Radiographic Film Processors,
Diagnostic X-ray Systems, Diagnostic Ultrasound Systems and
Transducers, Picture Archiving and Communication Systems
{PACS), Software for PACS, Diagnostic X-ray Digital Imaging
System Workstation, Software for Diagnostic X-ray Digital
Imaging System Workstation, Print Management Systems, Pulse
Oximeters, Oxygen Saturation Monitors and Jaundice Meters.
Design, Development and Manufacture of Fluoroscopic Image
Storage Devices (Plate, Cassette and Cassette Plate)
Manufacture of Medical Imaging Films, X-ray Films (X-ray Films
for General Radiography, X-ray Films for Photofluorography and
Dental X-ray Films for General Use)

Design, Development and Manufacture of Radiation detective
phosphor plates (scintillator)

Proof has been furnished by means of an audit that the
requirements of 1ISO 92001:2015 are met.

The certificate is valid from 2019-04-12 until 2022-04-11
First certification 2003

2019-04-12 ,_
TUV Rheinfand Cert GmbH
Am Grauen Stein 51105 Kaéin

({ DAKks A TUVRhein and®

Deutsche Precisely Right.

Akkreditierungssielle
D-ZM-16031-01-00

10/201 1017 EA4 @ TUV, TUEV and TUY are registered trademarks. Utilisation and application requires prior approval.



Annex to certificate

Standard: 1ISO 9001:2015
Certificate Registr. No.: 09 100 89040

No. Location Scope
01 KONICA MINOLTA, INC. Design, Development and Manufacture
Hino site of Diagnostic Ultrasound Systems and
Transducers and Fluoroscopic image
KONICA MINOLTA Storage Devices (Plate and Cassette
TECHNOPRODUCTS CO., LTD., Plate)
Hino Site
Design and Development of Picture
1 Sakura-machi, Hino-shi, Archiving and Communication Systems
Tokyo, 191-8511, Japan (PACS), Software for Picture Archiving

and Communication Systems (PACS)

Manufacture of Laser imagers,
Diagnostic X-ray Systems, Pulse
Oximeters and Oxygen Saturation
Monitors

Manufacture of Medical Imaging Films,
X-ray Films (X-ray Films for General
Radiography, X-ray Films for
Photoflucrography and Dental X-ray
Films for General Use),

Design and Development of Radiation
detective phosphor plates (scintillator)

10of4

TUVRheinland®

www.tuv.com Precisely Right.

10/201 1017 EA4 ® TUV. TUEV and TUV are registered trademarks, Utilisation and application reguires prior approval,



Annex to certificate

Standard: 1ISO 9001:2015

Certificate Registr. No.: 09 100 89040

No. Location
102 KONICA MINOLTA, INC.
Hachioji site

2970 Ishikawa-cho
Hachioji-shi, Tokyo, 192-8505,
Japan

www.tuv.com

Scope

Design and Development of Direct
Digitizers (Computed Radiography
Systems and Digital Radiography
Systems), Laser Imagers,
Radiographic Film Processors,
Diagnostic X-ray Systems, Picture
Archiving and Communication Systems
(PACS), Diagnostic X-ray Digital
Imaging System Workstation, Software
for Diagnostic X-ray Digital Imaging
System Workstation, Print
Management Systems, Pulse
Oximeters, Oxygen Saturation Monitors
and Jaundice Meters.

Design and Development of

Fluoroscopic Image Storage Devices
(Cassette and Cassefte Plate)

20f4

TUVRheinland®
Precisely Right.

® TUV, TUEY and TUY are registerad trademarks. Utilisation and application reguires prior approval.

10/201 1017 E A4



Annex to certificate

Standard: 1ISO 9001:2015
Certificate Registr. No.: 09 100 89040

No. Location Scope
/03 KONICA MINOLTA Manufacture of Direct Digitizers
TECHNOPRODUCTS CO., LTD., (Computed Radiography Systems and
Sayama Site Digital Radiography Systems), Laser
Imagers, Radiographic Film
2-2-1 Hirosedai, Sayama-shi, Processors, Diagnostic X-ray Systems,
Saitama, 350-1328, Japan Diagnostic Ultrasound Systems,

Picture Archiving and Communication
Systems (PACS), Software for PACS,
Diagnostic X-ray Digital Imaging
System Workstation, Software for
Diagnostic X-ray Digital Imaging
System Workstation, Print
Management Systems and Jaundice
Meters.

Manufacture of Fluoroscepic Image
Storage Devices (Plate, Cassette and
Cassette Plate) and Radiation
detective phosphor plates (scintillator)

Jof4

A TUVRheinland®

www.tuv.com Precisely Right.

10/201 1017 EA ® TOV, TUEV and TUV are registered trademarks, Utilisation and application requires prior appraval



Anrex to certificate

Standard: ISO 9001:2015
Certificate Registr. No.: 09 100 89040

No. Location Scope
/04 KONICA MINOLTA Manufacture of Direct Digitizers
TECHNOPRODUCTS CO., LTD (Computed Radiography Systems and
Kuki site Digital Radiography Systems) and

Laser Imagers

6201-6 Sanga, Shobu-chyo

Kuki-shi, Saitama, 346-0104 Manufacture of Medical Imaging Films

Japan and X-ray Films (X-ray Films for
General Radiography, X-ray Films for
Photofluorography and Dental X-ray
Films for General Use)

2019-04-12

TUV Rhemniand Cert GmbH
Am Grauen Stein - 51105 Kdln

4 0f 4

A TUVRheinland®

www.tuv.com Precisely Right.

/201 10.17EA4 ® TUV, TUEV and TUY are registersd trademarks. Utilisation and application requires prior approval.



. ®
EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

Registration No.: DD 60143023 0001

Report No.: 12031254 027
Manufacturer: KONICA MINOLTA, INC.

1 Sakura-machi, Hino-shi,

Tokyo

191-8511 Japan

Products: Medical Devices for Radiography and Fluoroscopy Applications
(see attachments for sites and products included)

Replaces Approval, Registration No.: DD 60147920 0001

- Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class lll devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2020-06-12

T[]\,lﬂhe'\m?md
- _____.—-——-'-'-_-_-_.-
Date: 2020-06-12

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




TUV Rheinland e

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60143023 0001

Report No.: 12031254 027

Manufacturer: KONICA MINOLTA, INC.
1 Sakura-machi, Hino-shi,
Tokyo

191-8511 Japan

Products and Sites included:

Tokyo site KONICA MINOLTA, INC.

1 Sakura-machi, Hino-shij Tokyo, 191-8511, Japan

2970 Ishikawa-machi, Hachioji-shi, Tokyo, 192-8505, Japan

-X-ray Films for Géneral Radiography
-Dental X-ray Films for General Use

Tokyo site KONICA MINOLTA TECHNOPORIDUCTS CO., LTD.
1 Sakura-machi, Hino-shi, Tokyo, 191-8511, Japan

-Fluoroscopic Image Storage Devices (Plate and Cassette
Plate)

Sayama site KONICA MINOLTA TECHNOPRODUCTS CO., LTD.
2-2-1 Hirosedai, Sayama-shi, Saitama, 350-1328, Japan

-Fluoroscopic Image Storage Devices (Plate and Cassette
Plate)

-Software for Picture Archiving and Communication Systems
(PACS)
-Software for Diagnostic X-ray Digital Imaging System

Workstation Notified Body

Date: 2020-06-12

» ®
TUVRheinland

1/1, Rev. 0

M.Sc. M. Aihara

v and TUV ana regertered taderrarks. Utiaton and spplealion reguires prar spprovs
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EasyLyte EasyBloodGas EasyStat

Training Certificate

This is to certify that

(/ P
LIVDE. PLACy o ey 2/
Of 4//',-{2}’_/’ By f%",azf-': /
I 5 B ‘ e ) .j' o .
has completed training for the operation and service of the

EasyLyte, EasyBloodGas, and EasyStat analyzers.

MEDICA

~\

K“‘_};- Npsd0

7

Signed: Randall Rollins
Technical Service Manager
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CERTIFICADO

CERTIFICATO

CERTIFICATE

cat sanﬁ Inspections

CERTIFICATE OF COMPLIANCE

It is confirmed that its management system

Mediclone LLC

127276, 35, Botanicheskaya, Moscow, Russian Federation

It has been evaluated and complies with the requirements of the standard

1ISO 13485:2016

Medical Devices Quality Management System

This certificate is valid for the following activities

Production and sale of medical devices: reagents and reagent kits for determining
human blood groups of the ABO Rhesus and Kell systems, as well as antigens and
antibodies of the Rhesus system

Certificate Number: SISTEMA-RUS/0223/RMM 16244
Issue date: 04.02.2023

Expiry date: 03.02.2024

Date of First Surveillance: 04.01.2024
Date of second surveillance: 04.01.2025
Recertification date: 04.01.2026

[ & J K=)
. '\-Arl\ \,‘—:/\ /5‘
\ O DPLY,
\\:‘/i/\'\~—»*/\$\'/
-\Olj_\ 3.:\‘3\//
na

ging Direcor T

Verify the certificate:- www.sistemacerts.com

] The Organization's documentation and Implementation has been reviewed and found to comply with the relevant standard rules.
gE¥0:  This certificate of Registration is based on the evaluation of the mentioned scope and also responsible for maintaining the
responsibilities of the relevant standard rules. If any changes in the Activities of the Company, this certificate invalid.
w2 The validity of certificate is subject to Successfully Completion of surveillance audit on before due dates and its only valid after

% successful surveillance with continuation letter issued by us. QUALITY SISTEMA Certifications and Inspections Pyt Ltd.,
= Head-quarters: FF, 55-1914, Sector -H , LDA Colony, Kanpur Road, Lucknow-226012.
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CUCTEMA JIOBPOBOJILHON CEPTUDUKAIIAN
«MEXK/IYHAPOJHBIE TEXHOJIOI'MA CTAHAAPTU3ALIUAY

3aperucTpupoBana B eIMHOM peecTpe CHCTeM JI00POBONILHOM cepTH(HKAIMH
Peructpaumonnsiit Ne POCC RU.31763.042K0D2

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupuxanun CJIC «MTC» 000 «Ilapaaurman
Anpec: 191014, r. Cankr-TlerepOypr, Backos nep., 1. 13-15, nut. A, nom. 42 H
ten.: 8 (812) 425-34-39; e-mail: iso.sds@mail.ru

CEPTUOHUKAT COOTBETCTBUS
Per.Ne VCS-IST.SS.RU.0214.04.20

HACTOSIIIMNA CEPTU®UKAT YJIOCTOBEPSIET, YTO
CUCTEMA MEHE/[KMEHTA KAYECTBA
COOTBETCTBYET TPEBOBAHU M
(obracme cepmugpurayuu ykazana ¢ npunoxcenuu Nel. Ipunoxcenue sensemes Heomvemiemol

uacmoio cepmughukama)
rocT P CO 9001-2015 (ISO 9001:2015)

CEPTHOUKAT BBIJIAH

000 «Meukj10H»
Anpec: 127276 Mocksa, boranuueckas yi, jiom 35
WHH 7719191607 OI'PH 1027700153766

Jara spigaun: 28.04.2020 . Cpox neiictsns 10: 28.04.2023

PykoppnnTeni: opraua: \ ?)chep;l;

V.

Anagues A.P.

{

Ma.ﬂ"uHOBCKHﬁ )5 B8

HACTOSAINA CEPTUOUKAT OBS3BIBAET OPTAHH3ALIMIO T10UIEPIKUBATE COCTOSHME BhITTOJHSIEMBIX PAFOT B
COOTBETCTBHH C BbILIEYKA3AHHBIM CTAHIAPTOM, YTO BYJIET HAXOJMTBCS ITOJI KOHTPOJIEM OPTAHA IO
CEPTUPUKALIMK CHCTEMBI JIOBPOBOJILHON CEPTHOUKAIIMH « MTC» 1 IIOATBEPKAATHCS [IPH

[MPOXOWJIEHWHW MHCTIEKITHOHHOI'O KOHTPOJIA



CUCTEMA JIOBPOBOJIbHOM CEPTU®UKAIIUHA
«MEAK/TYHAPO/IHBIE TEXHOJIOI'MHA CTAHJAAPTU3AIIUN»

3aperucTpupoBaHa B €JIMHHOM PEecTpe CHCTeM J0OPOBOILHON cepTH(HUKALIAN
Perucrpaunonnsiit Ne POCC RU.31763.04K002

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran no ceprupukanun CJ{C «MTC» O00 «Ilapajgurmar
Anpec: 191014, r. Cankr-IletepOypr, backos nep., a. 13-15, nut. A, nom. 42 H
ten.: 8 (812) 425-34-39; e-mail: iso.sds@mail.ru

Ipuaoxenne Ne 1
K ceprudukary coorsercteus Ne VCS-IST.SS.RU.0214.04.20
OobumacTe cepTH(UKALME CHCTEMbl MEHE/DKMEHTA Ka4ecTBa;

21.20.2 ITpou3BOICTBO MATEPHANIOB, IPHMEHACMBIX B MEHIIHHCKHX 1ICIISIX

PykoBoauTe/ib oprana: IKeneprT:.-
!1 }‘ :!‘Aiv i‘ ”‘l‘. S — "/‘,/,“"! 5"/‘(_'/%
- MaiHOBCKHif 3.1, Anadues A.P.



CHCTEMA JIOBPOBOJILHO# CEPTU®UKALMH
«MEKYHAPO/HBIE TEXHOJIOTUHU CTAHJAPTU3ALIUN»
3aperucTpHpoBaHa B €AMHOM peecTpe CHCTEM J00POBOILHOI CepTHOHKAIHH
Peructpaunonusii Ne POCC RU.31763.04K092

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupuramnu CJ/IC «MTC» 000 «Ilapaaurvar»
Anpec: 191014, r. Cankr-IlerepOypr, backos nep., a. 13-15, nut. A, nom. 42 H
Tell.: 8 (812) 425-34-39; e-mail: iso.sds@mail.ru

CEPTHO®HUKAT COOTBETCTBUS IIEPCOHAJIA
Per.Ne VCS-IST.EXP.RU.1136.04.20
Hacrosimmit ceprudukar yJlocToBepseT, 4To
Buxropos Huxonait Anekcaniposuy
CootserctByet TpedoBanmsim CJAC «MTC» npeabaBiseMbIM K
BHYTPEHHUM AY/IUTOPAM
IO HAIPABJICHHIO

I'OCT P UCO 9001-2015 (ISO 9001:2015)
Hacrosmuii ceprudHKaT npelocTaBliseT NpaBo Ha NPOBEIEHHE BHYTPEHHHX IIPOBEPOK CHCTEM

MCHEJIPKMCHTA Ka4yCCTBa

Jara seygaun: 28.04.2020 Cpoxk xeiicreus no: 28.04.2023

PyKOBOIMTE b Oprana: ' Jkenepr:

L 7

o VA AAM

Mani{HOBCKHﬁ"S.F : Anadues A.P.

Cepmughuram 6vi0an na ocnoéanuu pewenus KoMuccuu 6 cucmeme 000POBOILHOL cepmudurayuu
«Meoswcoynapoonsie Texnonozuu Cmandapmusayuuy om 27.04.2020
3apeaucmpuposan & Peecmpe ayoumopos nympennux npogepox cucmemvi 006p08oabHOI
cepmucpurayuu «Meosicoynapoonvie Texrnonozuu Cmanoapmuszayuuy Hpomoxon Ne 04 om 28.04.2020



CUCTEMA JIOBPOBOJILHOW CEPTUOUKAIINU
«MEKJIYHAPO/IHBIE TEXHOJIOI'MU CTAHJIAPTH3AIIMH»
3aperucTpupoBaHa B €HHOM PEECTpPe CHCTEM J00POBOJIBLHOI cepTU(hUKALUM
Perucrpaunonssiii Ne POCC RU.31763.04K022

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran no ceprudpuranun CAC «MTC» 000 «Ilapaanrmay
Anpec: 191014, r. Cankr-IlerepOypr, backos nep., x. 13-15, mut. A, nom. 42 H
Ten.: 8 (812) 425-34-39; e-mail: iso.sds(@mail.ru

CEPTHO®UKAT COOTBETCTBHUS INEPCOHAJIA
Per.Ne VCS-IST.EXP.RU.1237.02.20
Hacrosmmii ceprudukar yHOCTdBepﬂeT, 410
Epbimes Poman Muaxaijiosnyg
CootsercrByet TpeboBanmsim C/IC «MTC» npenbsaBisieMbIM K
BHYTPEHHUM AY)IUTOPAM
[10 HANPABIEHHIO
I'OCT P UCO 9001-2015 (ISO 9001:2015)

Hacrosmuii cepTudHKaT npe1ocTaBiseT IpaBo Ha IPOBEACHUE BHYTPCHHHIX IIPOBEPOK CUCTEM
MEHE/DKMEHTA Ka4ecTBa

Hara Boinaun: 28.04.2020 . Cpok peiicreus 10: 28.04.2023

PykoBoaurtenn oprana: - OKcnepT:
. \ o~

J F
F
i A

MaﬁHHOBCKﬁﬁ"S.F S Anadues A.P.

Cepmuchukam 6v10an na OCHOBAHUU PEULEHUA KOMUCCUU 8 cucmeme 000Po8oabHOU cepmudurkayuu
«Meacoynapoonvie Texnonocuu Cmandapmuzayuuy om 27.04.2020
3apeaucmpuposan 6 Peecmpe ayoumopos HympeHHux npogepok cucmemsl 000pPo8oAbHO
cepmucpurayuu « Mexcoynapoonwie Texnonozuu Cmandapmuzayuuy IIpomoxon Ne 04 om 28.04.2020



CHUCTEMA JIOGPOBOJIHON CEPTUDUKALIMU
«MEKITYHAPO/IHBIE TEXHOJIOI'MU CTAHJIAPTU3 AL »
3aperucTpUpoBaHa B ¢IMHOM PEECTpe CHCTEM 100POBOJIBHOI cepTHOHKAIMHU
Perucrpaunonnsiiit Ne POCC RU.31763.042K092

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran no ceprupnkamm CJIC «MTC» 000 «llapaaurva»
Anpec: 191014, r. Canxr-IlerepOypr, Backos nep., 1. 13-15, . A, mom. 42 H
Tel.: 8 (812) 425-34-39; e-mail: iso.sds@mail.ru

CEPTH®HUKAT COOTBETCTBUS ITEPCOHAJIA
Per.Ne VCS-IST.EXP.RU.1238.02.20
Hacrosuwmii ceprudukar yaocrosepser, 4to
IOmenko Kpucruna BanepneBna
Coorsercreyer TpeboBanusam CJC «MTC» npeasapiaseMbIM K

BHYTPEHHHUM AY/INTOPAM

110 HAIIPABJICHHIO
I'OCT P UCO 9001-2015 (ISO 9001:2015)
Hacrosuuii ceprudukar npeocTaBiser mpaso Ha NpoBeeHHe BHYTPEHHHX POBEPOK CHCTEM
MEHEJUKMEHTa KauecTBa

Jlara Beiaaun: 28.04.2020 . Cpok aeiicTsus 10: 28.04.2023

PykoBoxuTeb oprana: | Dkenept:
4 o A e :- -’/,
RIE F EF

| s

e L
Anaduen A.P.

Mastnnosckuit J.T.

Cepmughuxam vidan na 0cHOBaHUU pewteniust KOMUCCUU 6 CUChEMe O0BPOBONBHOT cepmupurayuu
«Medicoynapoonvie Texnonozuu Cmandapmusayuu» om 27.04.2020
3apezucmpuposan 6 Peecmpe ayoumopoe euympennux nposepox cucmemoi 000p06oILHOU
cepmucpurayuu «Medxiwcoynapoonsie Texnono2uu Cmandapmuzayuuy lpomorxon Ne 04 om 28.04.2020



CHUCTEMA JIOBPOBOJIbHOW CEPTUD®UKAIIMUA
«MEKIYHAPOJAHBIE TEXHOJIOI'MU CTAHIAPTHU3ALIUN»

3aperucTpupoBaa B €JIMHOM PEecTpe CHCTEM A00POBOJILHOM CepTHHHKALIMK
Perucrpaunonneiii Ne POCC RU.31763.042K002

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupuranun CAC «MTC» OO0 «Ilapaaurmar»
Apnpec: 191014, r. Cauxr-IlerepOypr, backos nep., 1. 13-15, nut. A, nom. 42 H
ten.: 8 (812) 425-34-39; e-mail: iso.sds@mail.ru

PA3PEIIIEHUE
Ne VCS-IST.RZ.RU.0214.04.20
HA IIPUMEHEHHUE 3HAKA COOTBETCTBHSI
CUCTEMDbI JJOBPOBOJILHON CEPTUOUKALIUU
«MEZKTYHAPO/IHBIE TEXHOJIOT MM CTAHJIAPTH3AIHH»
PA3PEINEHUE BbIJIAHO
000 «Megurjion»

Anpec: 127276 Mocksa, botannueckas yn, oM 35
HMHH 7719191607 OI'PH 1027700153766

HA OCHOBAHHWHW CEPTUDHKATA
Ne VCS-IST.SS.RU.0214.04.20

Jara Beinauu: 28.04.2020 Cpox neiicreus no: 28.04.2023

Yeaosusa npuMeHeHust 3HAKA COOTBETCTBHA:
Dupmennble 6IaHKH NPEINPUATHA, JIOTOBOPBI, PEKJIAMHBIC H [IEYATHHIC H3AaH1

PykoBojiurelis oprana £ AMA/ Manunosckuit D.I.
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Quality System Approval Certificate
In Vitro Diagnostic Medical Devices Directive 98/79/EC

The National Standards Authority of Ireland as a duly designated
Notified Body, (identification number 0050), for the purposes of the European Communities
(In Vitro Diagnostics Medical Devices) Regulations (S.1. No. 304 of 2001)

APPROVES THE QUALITY SYSTEM APPLIED BY

Monobind Inc.

100 North Pointe Drive
Lake Forest
CA 92630
USA

For the Product Family

Total and Free Prostate Specific Antigen (PSA and Free PSA) IVD,

kit, chemiluminescent immunoassay (CLIA) and enzyme
immunoassay (ELISA) and control.

GMDN Code: 54664, 54669

On the basis of examination under the requirements of Annex 1V, Section 3 of Directive 98/7%EC,

The use of the NSAI Notified Body identification number 0050 in conjunction with CE Marking of
Conformance for this product is hereby authorized.

Registration Number: 304.1006

Original Approval: 28 October 2011

Last Amended on: 25 August 2021

Remains valid until: 12 July 2023
Signed:

Approved by Approved by

Dr Caraline Dore Geraghty Dr Elaing Darcy

Darector, Medical Devices European Medical Device Operations

Mfanager
This certificate remains valid on condition that the Approved Quality System is maintained in an adequate and efficacious manner.
Details of the current product range and operational locations included within the scope of this approval can be obtained from NSAI

National Standards Authority of Erefand, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland.

Cert-120: ECQS (IVD) NL A4 (9)
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DECLARATION OF CONFORMITY
1)  Manufacturer (Name, department): Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www.cepartner4u.com)

3) PI’OdUCt‘ S) (name, type or model/batch number, etc.):

Immunoassay products;
AccuBind® ELISA,
Acculite® CLIA,
QSure® Control,
Instruments

see appendix

4) The product(s) described above is in conformity with:

Document No. Title
98/79/EC In vitro Dlagno_stlc Medlcal Devices
Directive

5) Additional information (Conformity procedure, Notified Body, CE certificate, Registration nr., etc.).

Conformity assessment procedure for CE marking: In vitro Diagnostic Medical Device Directive,
Annex Il
Registration nr. : NL- CA002-22758 and NL- CA002-22762

AShahla

Tony Shatola; QA Director, Monobind Inc.
(Place & date of issue (yyyy-mm-dd)) (name, function and signature of manufacturer)

Lake Forest, USA; 2021-09-20

Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2020-11
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List of devices.

Device types

Appendix

Item#
AccuBind®
ELISA

Item#
AcculLite®
CLIA

Item#
QSure®

Control

Instru-

Date: 2021-09-20

Item#
Risk  First date of

EDMS code Class CE-marking

ment

Allergy & Anemia

Microwells

Microwells

" 2825-300A | 2875-300A
Ferritin Test System 2825-300B 2875-300B 12.07.01.02.00 | Low | 2005-11-11
Folate T 7525-300A | 7575-300A 12 ] L 201 5
olate Test System 7525-300B 7575-300B .07.01.03.00 ow 010-06-29
. 2525-300A | 2575-300A
Immunoglobulin E (IgE) Test System 2595-300B 2575-300B 12.02.01.02.00 | Low | 2005-11-11
Transferrin Soluble Receptor (sTfR) Test 8625-300A | 8675-300A AL
System 8625-300B | 8675-300B 12.07.01.06.00 | Low | 2010-06-29
o i 7625-300A | 7675-300A
Vitamin B-12 (Vit B12) Test System 7625-300B 7675-300B 12.07.02.04.00 | Low | 2011-09-26
Folate, Vitamin B-12 (Anemia Panel VAST) Test | 7825-300A | 7875-300A
System 7825-300B | 7875-300B 12.07.01.00.00 | Low | 2013-09-16
Autoimmune
Anti-Cyclic Citrullinated Peptide IgG (Anti-CCP | 12725-300A | 12775-300A "
IgG) Test System 12725-300B | 12775-3008 12.11.01.90.00 | Low | 2019-04-03
) . ) 1025-300A | 1075-300A
Anti-Thyroglobulin (Anti-Tg) Test System 1025-300B 1075-300B 12.10.03.04.00 | Low | 2005-11-11
Anti-Th i Anti-TPO) T 1125-300A 1} 1175-300A 12.1 1 L 2005-11-11
nti-Thyroperoxidase (Anti-TPO) Test System 1125-300B 1175-300B .10.03.01.00 ow 005-11-
Bone Metabolism & Growth
L 9325-300A | 9375-300A
Calcitonin Test System 9325-300B 9375-300B 12.06.03.02.00 | Low 2019-04-03
1725-300A | 1775-300A
Growth Hormone (hGH) Test System 1725-300B 1775-300B 12.06.04.02.00 | Low 2005-11-11
. 9025-300A | 9075-300A
Parathyroid Hormone (PTH) Test System 9025-300B 9075-300B 12.06.03.13.00 | Low | 2011-09-26
Parathyroid Hormone (PTH) 3rd & 2nd Gen 10025-300A | 10075-300A A
(VAST) Test System 10025-3008 | 10075-3008 12.06.03.13.00 | Low | 2019-04-03
25(OH) Vitamin D Total Direct (Vit D-Direct) 7725-300A | 7775-300A oo
Test System 7725-3008 | 7775-3008 12.06.03.10.00 | Low | 2017-07-05
Cancer Markers
) 1925-300A | 1975-300A
Alpha-Fetoprotein (AFP) Test System 1925-300B 1975-300B 12.03.90.01.00 | Low 2005-11-11
A125 T 3025-300A | 3075-300A 12 ] L ) 1111
CA-125 Test System 3025-300B 3075-300B .03.01.06.00 ow 005-11-
5625-300A | 5675-300A
CA 15-3 Test System 5625-300B | 5675-3008 12.03.01.02.00 | Low | 2010-06-29
A 199 T 3925-300A | 3975-300A 12 1 L 5 1111
CA 19-9 Test System 3925-300B 3975-300B .03.01.03.00 ow 005-11-
. . ) 1825-300A | 1875-300A
Carcinoembryonic Antigen (CEA) Test System 1825-300B 1875-300B 12.03.01.31.00 | Low | 2005-11-11
Next Generation Carcinoembryonic Antigen 4625-300A | 4675-300A 12.03.01.31.00 | Low | 2010-06-29
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Device types

Item#
AccuBind®
ELISA
Microwells

Item#
AcculLite®
CLIA
Microwells

Item#
QSure®

Control

Item#
Instru-
ment

EDMS code

Risk
Class

First date of
CE-marking

(CEA-Next Gen) Test System 4625-300B | 4675-300B
Free B-Subunit Human Chorionic Gonadotropin | 2025-300A | 2075-300A
(Free Beta hCG) Test System 2025-300B | 2075-300B 12.03.01.90.00 | Low | 2005-11-11
Cardiac Markers
s 2925-300A | 2975-300A
CK-MB Test System 2925-300B 2975-300B 12.13.01.02.00 | Low 2005-11-11
Digoxin (DIG) T 925-300A | 975-300A 12.08.01.01 L 2005-11-11
igoxin (DIG) Test System 925-300B 975-300B .08.01.01.00 ow 005-11-
_ - 3125-300A | 3175-300A
High Sensitivity CRP (hs-CRP) Test System 3125-300B 3175-300B 12.13.01.90.00 | Low 2005-11-11
Myoglobin Test S 3225-300A | 3275-300A 12.13.01.05.00 | L 2005-11-11
yoglobin Test System 3225.300B | 3275-300B 13.01.05. ow -1-
. 3825-300A 3875-300A
Troponin | (cTnl) Test System 3825-300B 3875-300B 12.13.01.07.00 | Low | 2005-11-11
Diabetes
. 2725-300A 2775-300A
C-Peptide Test System 2795-300B 2775-300B 12.06.01.01.00 | Low 2005-11-11
Insulin T 2425-300A 2475-300A 12 1 L 5 11-11
nsulin Test System 2495-300B 2475-300B .06.01.03.00 ow 005-11-
_ _ 5825-300A
Rapid Insulin Test System 5825-300B 12.06.01.03.00 | Low 2010-06-29
Insulin - C-Peptide (Di Panel VAST 7325-300A | 7375-300A 12.06.01 L 2005-11-11
nsulin - C-Peptide (Diabetes Panel VAST) 7325-300B 7375-300B .06.01.03.00 ow 005-11-
Endocrine
ACTH Test System 10625-300 10675-300 12.06.04.01.00 | Low 2019-04-03
Aldosterone Test System 10125-300 10175-300 12.06.02.01.00 | Low | 2019-04-03
Leptin Test System 10925-300 10975-300 12.06.90.17.00 | Low 2019-04-03
Fertility & Prenatal
- 9725-300A | 9775-300A
Anti-Mllerian Hormone (AMH) Test System 9725-300B 9775-300B 12.05.02.16.00 | Low | 2019-04-03
) . ) 425-300A 475-300A
Folicle Stimulating Hormone (FSH) Test System 495-300B 475-300B 12.05.01.04.00 | Low 2005-11-11
B-Human Chorionic Gonadotropin (hCG) Test 825-300A 875-300A L
System 8253008 | 875-3008 12.05.02.05.00 | Low | 2005-11-11
B-Human Chorionic Gonadotropin Extended 8825-300A 8875-300A
Range (hCG-XR) Test System 8825-300B | 8875-300B 12.05.02.05.00 | Low | 2013-09-16
Rapid B-Human Chorionic Gonadotropin (Rapid | 3325-300A L
-hCG) Test System 3325.300B 12.05.02.05.00 | Low 2005-11-11
. 9525-300A 9575-300A
Inhibin A Test System 9525-300B 9575-300B 12.05.01.90.00 | Low 2019-04-03
Inhibin B Test S 9625-300A 9675-300A 12.05.01.90.00 | L 2019-04-03
nhibin B Test System 9625-300B | 9675-300B :05.01.90. ow -04-
T 625-300A | 675-300A 12.05.01
Luteinizing Hormone (LH) Test System 625-300B 675-300B .05.01.05.00 | Low | 2005-11-11
Pregnancy Associated Plasma Protein — A Mass | 12625-300A | 12675-300A
Units (PAPP-A Mass Units) Test System 12625-300B | 12675-3008 12.05.02.10.00 | Low | 2017-07-05
Prolactin H PRL) T 725-300A | 775-300A 12.05.01 L 2005-11-11
rolactin Hormone ( ) Test System 725.300B 775-300B .05.01.08.00 ow 005-11-




ﬁg Monobind Inc.

Declaration of Conformity

Document ref.: DoC2021 vs. 12

Page: 4 of 6

Device types

Item#
AccuBind®
ELISA
Microwells

Item#
AcculLite®
CLIA
Microwells

Item#
QSure®

Control

Item#
Instru-
ment

EDMS code

Risk
Class

First date of
CE-marking

Prolactin Hormone Sequential (PRLs) Test 4425-300A | 4475-300A L
System 4425-300B | 4475-3008 12.05.01.08.00 | Low | 2005-11-11
Human Chorionic Gonadotropin (hCG) , Human | 83253008 | 8375-300B
Prolactin (hPRL), Human Luteinizing Hormone 8325-300D | 8375-300D e
(hLH), Follicle Stimulating Hormone (FSH) 5305.300E | 8375.300E 12.05.01.90.00 | Low | 2006-08-24
(Fertility Panel VAST) Test System
Alpha-Fetoprotein (AFP), Human Chorionic 8525.300A | 8575.300A
Gonadotropin (hCG), Unconjugated Estiol (u- - - R
E3) Triple Screen (Triple Screen Panel VAST) 8525-300B 8575-300B 12.05.01.90.00 | Low | 2010-06-29
Test System
Infectious Diseases
Anti-H. Pylori IgG (H. Pylori Ab IgG) Test 1425-300A | 1475-300A
System 1425-300B 1475-300B 15.01.04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgM (H. Pylori Ab IgM) Test 1525-300A | 1575-300A L
System 1525-3008 1575-300B 15.01.04.03.00 | Low | 2005-11-11
) ) i 1625-300A | 1675-300A
Anti-H. Pylori IgA (H. Pylori Ab IgA) Test System 1625-300B 1675-300B 15.01.04.03.00 | Low | 2005-11-11
Anti-SARS-CoV-2 (COVID-19) IgG Test S 11925-300A 1 11975-300A 15.04.80.90.00 | L 2020-08-25
nti-SARS-CoV-2 ( -19) IgG Test System | 44955 3008 | 11975-3008 04.80.90. ow -08-
) 11725-300A | 11775-300A
Anti-SARS-CoV-2 (COVID-19) IgM Test System 11725-300B | 11775-3008B 15.04.80.90.00 | Low | 2020-08-25
] 11825-300A | 11875-300A
Anti-SARS-CoV-2 (COVID-19) IgA Test System 11825-3008 | 11875-300B 15.04.80.90.00 | Low | 2020-08-25
Anti-SARS-CoV-2 (COVID-19) S1-RBD IgG 12025-300A | 12075-300A oL
Test System 12025-300B | 12075-300B 15.04.80.90.00 | Low | 2021-09-20
) 9225-300A | 9275-300A
D-Dimer Test System 9295-3008 9275-300B 13.02.05.03.00 | Low 2020-08-25
o 1425-300A | 1475-300A
Procalcitonin (PCT) Test System 1425-300B 1475-300B 12.06.90.16.00 | Low 2017-07-05
Neonatal
5525-300A
Neonatal 170HP (N-170HP) Test System 5525-300B 12.05.01.07.00 | Low | 2008-02-01
N | (N-T4) Thyroxine TestS 2625-300A 12.04.01.12.00 | L 2005-11-11
eonatal (N-T4) Thyroxine Test System 2625-300B .04.01.12. ow -11-
8925-300A
Neonatal TBG (N-TBG) Test System 8925-300B 12.04.01.09.00 | Low | 2013-09-16
3425-300A
3425-300B
Neonatal TSH (N-TSH) Test System 3425-300D 12.04.01.90.00 | Low | 2005-11-11
3425-300E
Steroid
. 12425-300A | 12475-300A
Androstenedione (ANST) Test System 19425-300B | 12475-300B 12.05.01.01.00 | Low | 2021-09-20
) 3625-300A | 3675-300A
Cortisol Test System 3625-300B 3675-300B 12.06.02.04.00 | Low 2005-11-11
Deh i DHEA) T 7425-300A | 7475-300A 12.05.01.02.00 | L 2011-09-2
ehydroepiandrosterone ( ) Test System 7425-300B 7475-300B .05.01.02. ow 011-09-26
Dehydroepiandrosterone Sulfate (DHEA-S) 5125-300A | 5175-300A .
Test System 5125-3008 | 5175-3008 12.05.01.02.00 | Low ) 2010-06-29
E E1) Test S 10325-300A | 10375-300A 12.05.02.04.00 | L 2019-04-03
strone (E1) Test System 10325-300B | 10375-300B 05.02.04. ow -04-
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Itemi# Itemi# o ltemi#t Itemi
. AccuBind® | Acculite QSure® Instru- Risk  First date of
Device types ELISA CLIA ment ~ EPMScode | cics  CE-marking
Microwells Microwells Control
. 4925-300A | 4975-300A
Estradiol (E2) Test System 4925-300B 4975-300B 12.05.01.03.00 | Low | 2010-06-29
. ) 5025-300A | 5075-300A
Unconjugated Estiol (u-E3) Test System 5025-300B 5075-300B 12.05.02.02.00 | Low | 2010-06-29
4825-300A | 4875-300A
Progesterone Test System 4825-300B 4875-300B 12.05.01.06.00 | Low 2010-06-29
5225-300A | 5275-300A
17-OH Progesterone (17-OHP) Test System 5225-300B 5275-300B 12.05.01.07.00 | Low | 2010-06-29
17-OH Progesterone S| (17-OHP-SI) Test 9925-300A | 9975-300A
System 9925-300B | 9975-3008B 12.05.01.07.00 | Low | 2010-10-18
Sex Hormone Binding Globulin (SHBG) Test 9125-300A | 9175-300A oL
System 9125-300B | 9175-300B 12.05.01.09.00 | Low | 2013-09-16
3725-300A | 3775-300A
Testosterone Test System 3795-300B 3775-300B 12.05.01.10.00 | Low 2007-11-01
5325-300A | 5375-300A
Free Testosterone Test System 5325-300B 5375-300B 12.05.01.10.00 | Low 2010-06-29
Thyroid
125-300A 175-300A
. . 125-300B 175-300B
Total Triidothyronine (tT3) Test System 125-300D 175-300D 12.04.01.05.00 | Low 2005-11-11
125-300E 175-300E
1325-300A | 1375-300A
. . 1325-300B 1375-300B
Free Triidothyronine (fT3) Test Stystem 1325-300A 1375-300D 12.04.01.01.00 | Low 2005-11-11
1325-300B 1375-300E
. ) 8125-300A | 8175-300A
Total Triidothyronine (tT3 SBS) Test System 8125-300B 8175-300B 12.04.01.01.00 | Low | 2010-06-29
i i i id - 11225-300A
gsstlgn':'otal Triidothyronine (Rapid -tT3) Test 112953008 12.04.01.01.00 | Low 2017-07-05
525-300A 575-300A
T3-Uptake (T3U) Test System 525.300B 575-300B 12.04.01.06.00 | Low | 2005-11-11
225-300A 275-300A
) 225-300B 275-300B
Thyroxine (tT4) Test System 225-300D 275-300D 12.04.01.07.00 | Low 2005-11-11
225-300E 275-300E
1225-300A | 1275-300A
) 1225-300B 1275-300B
Free Thyroxine (fT4) Test System 1225-300D | 1275-300D 12.04.01.02.00 | Low | 2005-11-11
1225-300E 1275-300E
) 8225-300A | 8275-300A
Total Thyroxine (tT4 SBS) Test System 8225-300B 8275-300B 12.04.01.01.00 | Low 2010-06-29
) ) ) 11125-300A
Rapid Total Thyroxine (Rapid -tT4) Test System 11125-300B 12.04.01.01.00 | Low | 2017-07-05
325-300A 375-300A
) 325-300B 375-300B
Thyrotropin (TSH) Test System 325-300D 375-300D 12.04.01.11.00 Low 2005-11-11
325-300E 375-300E
6025-300A | 6075-300A
Rapid TSH Test System 6025-3008 | 6075-300B 12.04.01.11.00 | Low | 2010-06-29
) o ) 3525-300A | 3575-300A
Thyroxine-Binding Globulin (TBG) Test System 3525-300B 3575-300B 12.04.01.09.00 | Low | 2005-11-11
Thyroglobulin (Tg) Test System 2225-300A | 2275-300A 12.04.01.08.00 | Low | 2005-11-11
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Itemi# B /teT# o ltemi#t Itemi
AccuBind® ceulLite QSure® Instru- First date of
ELISA CLIA ment EDMS code CE-marking

Microwells Microwells Control

Device types

2225-300B 2275-300B
Total Thyroxine (tT4), Total Triidothyronine (t73) | 8025-300B | 8075-3008
& Thyroid Stimulating Hormone (TSH) (Thyroid | 8025-300D | 8075-300D 12.04.01.01.00 | Low | 2005-11-11
Panel VAST) Test System 8025-300E 8075-300E
Free Thyroxine (fT4), Free Triiodothyronine 7025-300B | 7075-300B
(fT3) & Thyroid Stimulating Hormone (TSH) 7025-300D | 7075-300D 12.04.01.01.00 | Low | 2010-06-29
(Free Thyroid Panel VAST) Test System 7025-300E 7075-300E
Miscellaneous Controls
Anti-H. Pylori Control (IgA, IgG, IgM) — Positive HPC-300 12.50.01.16.00 | Low | 2013-09-16
& Negative
Anti-Tg & Anti-TPO Control — Positive & AIT-101 12.50.01.16.00 | Low | 2010-06-29
Negative
Materna_l Control — (AFP, uE3, hCG, Free beta MC-300 12.50.01.16.00 | Low 2010-06-29
hCG) Tri Level
TBG Control — Tri-Level TBG-300 12.50.01.16.00 | Low 2013-09-16
Tg Control — Tri-Level TG-300 12.50.01.16.00 | Low 2010-06-29
Tumor Marker Control - (CA 125, CA 15-3, CA TMC-300 12.50.01.16.00 | Low | 2013-09-16
19-9) Tri-Level
Miscellaneous Instruments
Autoplex® ELISA & CLIA Analyzer INOO6 21.02.10.01 Low | 2010-06-29
Autoplex® G2 ELISA & CLIA Analyzer INO06-2 21.02.10.01 Low | 2013-09-16
Autoplex® G3 ELISA & CLIA Analyzer INO06-3 21.02.10.01 Low | 2017-07-05
NeoEldex® ELISA Analzyer INOO9 21.02.10.01 Low | 2011-09-26
Impulse® 3 CLIA Analyzer INOO7 21.02.10.01 Low | 2010-06-29
NeoLumax® CLIA Analyzer INO10 21.02.10.01 Low | 2011-09-26
LuMatic® CLIA Analyzer INOO8 21.02.10.01 Low | 2011-09-26
PrisMatic® ELISA Analyzer INO13 21.02.10.01 Low | 2013-09-16
PlateWash - Immunoassay Washer INOO2 21.02.10.01 Low | 2010-06-29
TITIN® ELISA & CLIA Analyzer INO15-EC 21.02.10.01 Low | 2017-07-05
TITIN® ELISA Analyzer INO15-E 21.02.10.01 Low | 2017-07-05
TITIN-s® ELISA & CLIA Analyzer INO16-EC 21.02.10.01 Low | 2017-07-05
TITIN-s® ELISA Analyzer INO16-E 21.02.10.01 Low | 2017-07-05
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NovalLisa ® Virology

Prod. No. Name

ADVA0010 Adenovirus IgA

ADVGO0010 Adenovirus 1gG

ADVMO0010 Adenovirus IgM

CHIG0590 Chikungunya Virus 1gG capture
CHIMO0590 Chikungunya Virus IgM p-capture
CMVGO0110 Cytomegalovirus (CMV) I1gG
ACMV7110 Avidity Cytomegalovirus (CMV) IgG
CMVMO0110 Cytomegalovirus (CMV) IgM
DENGO0120 Dengue Virus 1gG

DENMO0120 Dengue Virus IgM

DVMO0640 Dengue Virus IgM p-capture
NS1D4020 Dengue Virus NS1 Antigen
EBVAQ0150 Epstein-Barr Virus (VCA) IgA
EBVG0150 Epstein-Barr Virus (VCA) 1gG
AEBV7150 Avidity Epstein-Barr Virus (VCA) IgG
EBVMO0150 Epstein-Barr Virus (VCA) IgM
EBVGO0580 Epstein-Barr Virus (EBNA) 1gG
HANGO0670 Hantavirus 19G

HANMO0670 Hantavirus IgM

HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSVG0250 Herpes simplex Virus 1+2 (HSV) 1gG
HSVMO0250 Herpes simplex Virus 1+2 (HSV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
INFA0290 Influenza Virus A IgA

INFG0290 Influenza Virus A I1gG

INFM0290 Influenza Virus A IgM

INFA0300 Influenza Virus B 1gA

INFG0300 Influenza Virus B 1gG

INFMO0300 Influenza Virus B IgM

MEAGO0330 Measles Virus 1gG

AMEA7330 Avidity Measles Virus 1gG
MEAMO0330 Measles Virus IgM

MUMGO0340 Mumps Virus 1gG

MUMMO0340 Mumps Virus IgM

PAIA0360 Parainfluenza Virus 1,2,3 IgA
PAIG0360 Parainfluenza Virus 1,2,3 1gG
PARGO0370 Parvovirus B 19 I1gG

PARMO0370 Parvovirus B 19 IgM

RSVAO0380 Respiratory syncytial Virus IgA
RSVG0380 Respiratory syncytial Virus 1gG
RSVMO0380 Respiratory syncytial Virus IgM
RUBG0400 Rubella Virus 1gG
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ARUB7400 Avidity Rubella Virus 1gG

RUBMO0400 Rubella Virus IgM p-capture
TICG0440 TBE / FSME 1gG

TICMO0440 TBE / FSME IgM

PTICG044 TBE / FSME 1gG plus

VZVA0490 Varicella-Zoster Virus (VZV) IgA
VZVG0490 Varicella-Zoster Virus (VZV) 1gG
VZVM0490 Varicella-Zoster Virus (VZV) IgM
ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture

NovalLisa Bacteriology

Prod. No. Name

BAR0900 Bartonella

BOPA0030 Bordetella pertussis IgA

BOPGO0030 Bordetella pertussis 1gG

BOPMO0030 Bordetella pertussis IgM

BPTAO0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) IgG
BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

BRUGO0050 Brucella 1gG

BRUMO0050 Brucella IgM

CHLAO0070 Chlamydia trachomatis IgA
CHLGO0070 Chlamydia trachomatis 1gG
CHLMO0070 Chlamydia trachomatis IgM
CHLAO510 Chlamydia pneumoniae IgA
CHLGO0510 Chlamydia pneumoniae I1gG
CHLMO510 Chlamydia pneumoniae IgM
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 IgG
COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 IgG
COX2M0600 Coxiella burnetii (Q-Fever) Phase 2 IgM
HELAO0220 Helicobacter pylori IgA

HELG0220 Helicobacter pylori 19G

PHELAO022 Helicobacter pylori IgA plus
PHELGO022 Helicobacter pylori 1gG plus
LEGG0650 Legionella Pneumophila 1IgG
LEGMO0650 Legionella Pneumophila IgM
LEPGO0660 Leptospira IgG

LEPMO0660 Leptospira IgM
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MYCAO0350 Mycoplasma pneumoniae IgA
MYCGO0350 Mycoplasma pneumoniae 1gG
MYCMO0350 Mycoplasma pneumoniae IgM
TETG0430 Clostridium tetani toxin IgG
TETG5043 Clostridium tetani toxin 5S 1gG
PTETGO043 Clostridium tetani toxin 5S IgG plus
NovalLisa Parasites

Prod. No. Name

CHAGO0560 Chagas (Trypanosoma cruzi) 19G
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

TOXA0460 Toxoplasma gondii IgA
TOXG0460 Toxoplasma gondii 1gG
ATOX7460 Avidity Toxoplasma gondii 1gG
TOXMO0460 Toxoplasma gondii IgM p-capture
NovalLisa Worms

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
ECHGO0130 Echinococcus IgG

FILO760 Filariasis

SCHGO0410 Schistosoma mansoni 1gG
SCHMO0410 Schistosoma mansoni IgM
STRO0690 Strongyloides

TAEG0420 Taenia solium IgG
TOCGO0450 Toxocara canis 1gG
TRIG0480 Trichinella spiralis 1gG
Novalisa Fungi

Prod. No. Name

ASPG0680 Aspergillus fumigatus IgG
ASPM0680 Aspergillus fumigatus IgM
CANAO0060 Candida albicans IgA
CANGO0060 Candida albicans IgG
CANMO060 Candida albicans IgM
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NovalLisa Hormones

THYROID HORMONES
(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
ATG1010 Anti-TG
ATP0O1020 Anti-TPO
FT41050 Free T4
TSH1030 TSH
Hormones

STEROID HORMONES
(ELISAs for the determination of steroid hormones

in plasma and serum)

Prod. No. Name

DNOVO001 Cortisol
DNOV002 Testosterone
DNOVO003 17 beta-Estradiol
DNOV004 17-OH Progesterone
DNOV005 DHEA-S
DNOVO006 Progesterone
DNOV008 Androstenedione
DNOV009 Free Testosterone
DNOV011 Total Estriol
DNOV012 Aldosterone

STEROID HORMONES IN URINE

(ELISAs for the determination of steroid hormones i n urine)
Prod. No. Name

DNOVO010 Urinary Cortisol

STEROID HORMONES IN SALIVA

(ELISAs for the determination of steroid hormones i n saliva)
Prod. No. Name

DSNOV20 Cortisol Saliva

DSNOV21 Testosterone Saliva

DSNOV24 DHEA-S Saliva

DSNOV27 Androstenedione Saliva
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PROTEIN HORMONES

(ELISAs for the determination of proteins in plasma and serum)
Prod. No. Name

DNOV030 LH

DNOV031 FSH

DNOV032 Prolactin

DNOV033 AFP

DNOV034 beta HCG

THYROID HORMONES

(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
DNOVO051 Free T3
DNOVO053 Total T3
DNOV054 Total T4
DNOV057 Thyroglobulin

DIABETES MONITORING
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV111 Insulin
DNOV112 C-Peptide

CIRCULATING IMMUNO COMPLEXES
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV093 CIC-Clq
DNOV094 CIC-C3d
DNOV096 CH-50

TUMOR MARKERS
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV 060 CEA
DNOV061 CA 125
DNOV062 CA 15-3
DNOV063 CA 19-9
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MISCELLANEOUS

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

DNOV100 Ferritin

DNOV101 HGH

DNOV102 IgE

NovaLisa ® Autoimmune

Autoimmune

(ELISAs for the determination of specific autoimmun e antibodies)
Prod. No. Name

ATG1010 Anti-TG

ATP01020 Anti-TPO

Rheumatology

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

RFM3010 Rheumatoid Factor IgM

NovaLisa ®© Recombinant Antigens
Prod. No. Name

BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

CHAGO0560 Chagas (Trypanosoma cruzi) IgG
TRYPO0570 Chagas

HANGO0670 Hantavirus IgG

HANMO0670 Hantavirus IgM

HELAO0220 Helicobacter pylori IgA

PHELAO022 Helicobacter pylori IgA plus
HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
MALO0620 Malaria

STRO0690 Strongyloides

ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture
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NovaLisa © Quantitative Assays (WHO standardized)
Prod. No. Name

BPTA0610

Bordetella pertussis toxin (PT) IgA

BPTG0610 Bordetella pertussis toxin (PT) IgG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani toxin 5S IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

Novalisa Quantitative Assays

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) 1gG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebacterium diphtheriae toxin 5S 1gG plus
FT41050 Free T4

HELAO0220 Helicobacter pylori IgA

HELGO0220 Helicobacter pylori IgG

PHELAO022 Helicobacter pylori IgA plus

PHELGO022 Helicobacter pylori 1IgG plus

RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus IgG

ARUB7400 Avidity Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani 5S toxin IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TICG0440 TBE / FSME 1gG

PTICGO044 TBE / FSME 1gG plus

TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH
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Antigen Assays

Prod. No. Name

NS1D4020 Dengue Virus NS1 Antigen
NovaLisa © IgM p-capture Assays
Prod. No. Name

CHIMO0590 Chikungunya Virus IgM p-capture
DVMO0640 Dengue Virus IgM p-capture
RUBMO0400 Rubella Virus IgM p-capture
TOXMO0460 Toxoplasma gondii IgM p-capture
ZVMO0790 Zika Virus IgM p-capture
NovaLisa ® Antibody Assays

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

STRO0690 Strongyloides

TAEG0420 Taenia solium IgG

TOCGO0450 Toxocara canis 1gG

TRIG0480 Trichinella spiralis 19G
NovaLisa ®© Avidity Assays

Prod. No. Name

ACMV7110 Avidity Cytomegalovirus (CMV) IgG
AEBV7150 Avidity Epstein-Barr Virus (VCA) 1gG
AMEA7330 Avidity Measles Virus 1gG
ARUB7400 Avidity Rubella Virus 1gG
ATOX7460 Avidity Toxoplasma gondii IgG
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NovaLisa
Prod. No.

®

Liquor Diagnostic
Name

BORG0040
BORMO0040

Borrelia burgdorferi 1gG
Borrelia burgdorferi IgM
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