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Certificate of Registration

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

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.

crm C_ el ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 . Effective Date: 2021-04-14

Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13
Digitally signed by Ceaicovschi Tudor

@Q Date: 2023.03.06 14:18:58 EET Page: 1 of 2
Reason: MoldSign Signature
Location: Moldova
UKAS . e
..making excellence a habit:

003

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+69326&ReIssueDate=13%2f04%2f2021&Template=uk

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: 2021-04-13

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: 2021-04-14
Expiry Date: 2024-04-13

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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire RG6 4UT UNITED KINGDOM

UL LLC®(UL) issues this certificate to the Firm named above, after assessing the Firm’s quality system
and finding it in compliance with:

ISO 13485:2016
EN ISO 13485:2016

The manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro
diagnostic serology test kit.

Authorized by

it

Michael J. Windler, P.E.

4426 Manager of Global Regulatory Service

Distinguished Member of the Technical Staff
Life and Health Sciences, UL LLC

’;’II”

Check Certificate
Status: here

File Number A12241 Cycle Start May 23, 2020
Certificate Number 1458.200523 Effective Date May 23, 2020
Initial Issue Date June 26, 2018 Expiry Date May 22, 2023

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above. By issuance of
this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements. This certificate is not transferable and remains the property of UL LLC.

UL LLC
333 Pfingsten Road
Northbrook, IL 60062-2096 USA

00-MB-50043 Issue 16.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2018


https://database.ul.com/certs/PDWS.A12241.pdf
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 003096 0003 Rev. 01

Product Service

Holder of Certificate: = Guangzhou iCare

Medical Technology Co., Ltd.
First floor A No.8

Lianhua Port Industrial Zone

Lotus Mountain Bonded Area, Shilou Town
Panyu District

511440 Guangzhou

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN ISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: = Production and Distribution of
Insulin pen needles, Safety Lancets,
Disposable Insulin Syringes (with Needle),
Alcohol Pads

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned above
has established and is maintaining a quality management system (excluding subclause 7.3), 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?g=cert:Q6 003096 0003 Rev. 01

Report No.: SH21124101
Valid from: 2021-08-27
Valid until: 2024-06-28

c@t(\/

Date, 2021-08-27 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q6%20003096%200003%20Rev.%2001%C2%A0
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 003096 0003 Rev. 01

Product Service

Applied Standard(s):  ENSO 134852016
Medical devices - Quality management systems -

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

Facility(ies): Guangzhou iCare Medical Technology Co., Ltd.
First floor A No.8, Lianhua Port Industrial Zone, Lotus Mountain
Bonded Area, Shilou Town, Panyu District, 511440 Guangzhou,
PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00
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No. Q6 003096 0003 Rev. 01

Product Service

Holder of Certificate: = Guangzhou iCare

Medical Technology Co., Ltd.
First floor A No.8

Lianhua Port Industrial Zone

Lotus Mountain Bonded Area, Shilou Town
Panyu District

511440 Guangzhou

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN ISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: = Production and Distribution of
Insulin pen needles, Safety Lancets,
Disposable Insulin Syringes (with Needle),
Alcohol Pads

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned above
has established and is maintaining a quality management system (excluding subclause 7.3), 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?g=cert:Q6 003096 0003 Rev. 01

Report No.: SH21124101
Valid from: 2021-08-27
Valid until: 2024-06-28

c@t(\/

Date, 2021-08-27 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q6%20003096%200003%20Rev.%2001%C2%A0
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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 003096 0003 Rev. 01

Product Service

Applied Standard(s):  ENSO 134852016
Medical devices - Quality management systems -

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

Facility(ies): Guangzhou iCare Medical Technology Co., Ltd.
First floor A No.8, Lianhua Port Industrial Zone, Lotus Mountain
Bonded Area, Shilou Town, Panyu District, 511440 Guangzhou,
PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



CERTIFICATE

EC No 1434-IVDD-134/2019

Full Quality Assurance System

Directive 98/79/EC on in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate, Danehill,
Lower Earley, Berkshire RG6 4UT, United Kingdom

for the design, manufacture and final inspection of in vitro diagnostic medical devices
List A

Products list in attachments: 1

complies with requirements of Annex IV excluding section 4 and 6 to Directive 98/79/EC (as amended)
implemented into Polish law, as evidenced by the audit conducted by the PCBC.

Validity of Certificate: from 10.04.2019 to 23.05.2023
The date of issue of the Certificate: 10.04.2019
The date of the first issue of the Certificate: 10.04.2019

mgr Anna Wyrro 5'_—
1434 Vice-President

Application No: 649/2019
Module: H7

Polish Centre For Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl



Issued under the Contract No MD-59/2019
Bears the PCBC hologram.
Warsaw, 10.04.2019



ANNEX 1 TO CERTIFICATE
VALID ONLY WITH CERTIFICATE

No 1434-IVDD-134/2019

The products detailed below are covered under the scope of this certificate:

Name: GMDN code:
Anti-A Monoclonal, 600010 52532
Anti-B Monoclonal, 610010 52538
Anti-A,B Monoclonal, 620010 46442
Anti-D Clone 1 Monoclonal, 730010 52647
Anti-D Clone 2 Monoclonal, 710010 52647
Anti-D Duoclone Monoclonal, 740010 52647
Anti-C Monoclonal, 690005 52546
Anti-E Monoclonal, 691005 52562
Anti-c Monoclonal, 692005 52547
Anti-e Monoclonal, 693005 52563
Anti-C+D+E Monoclonal, 700010 52550
Anti-K Monoclonal, 760010 52593

mgr Anna Wyroba
1 434 Vice-President

Polish Centre For Testing and Certification 23a ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl



Annex 1 to certificate No. 1434-1VDD-134/2019
Issued under the Contract No. MD-59/2019
Bears the PCBC hologram.

Warsaw, 10.04.2019
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EC Certificate TOVRheinland

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

Products: Products for self-testing
- Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex IV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design-examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 1106581-20
Effective date: 2022-02-16
Expiry date: 2025-05-26
Issue date: 2022-02-16 S~

TillystraRe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 1 of 2

10/020h 04.08 ®

TUV, TUEV and TUV are registered trademarks. Utili




EC Ce rtIfICate Tl'.'lVRheinIarc?d

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Diren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Diren
Germany

/02 MACHEREY-NAGEL GmbH & Co. KG Warehousing and logistics
Bahnstr. 120
52355 Diren

Germany
Report No.: 1106581-20
Effective date: 2022-02-16
Expiry date: 2025-05-26
Issue date: 2022-02-16

& 7 :
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 2 of 2

10/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



Product List — CE Marked

Certified by

ISO 13485:2016

EC — Directive 98/ 79 EC
For In-Vitro-Diagnostics

2020-02-1

1 20022020-BZ



NovAaATEC

ImMmunDiagNnOsTICA GmvBH

¥

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

2

20022020-BZ



NovAaATEC

ImMmunDiagNnOsTICA GmvBH

¥

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

20022020-BZ



NovAaATEC

ImMmunDiagNnOsTICA GmvBH

¥

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

20022020-BZ



NovAaATEC

_

ImMmunDiagNnOsTICA GmvBH

®

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

20022020-BZ



NovAaATEC

_

ImMmunDiagNnOsTICA GmvBH

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

7 20022020-BZ



NovAaATEC

_
ImMmunDiagNnOsTICA GmvBH

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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EG Konformitatserklarung
ECD i rmit

ORGENTEC Diagnostika GmbH
Carl-Zeiss-Strafle 49-51, 55129 Mainz, GERMANY

Wir erklaren in eigener Verantwortung, dass das ORGENTEC Produkt
We declare in our sole responsibility that the ORGENTEC product

ORG 516 AMA-M2

zur quantitativen in-vitro-Bestimmung bestimmt ist und entsprechend Art. 9 Abs. Satz 1 der
Europaéischen Richtlinie 98/79/EG als ,Sonstige Produkte® (non-A, non-B, keine Selbstanwendung)
klassifiziert ist.

as intended for use in quantitative in vitro determination is classified as “Other Devices”
(non-A, non-B, no self-testing device) according to article 9 paragraph 1 sentence 1 of the
European directive 98/79/EC.
Das Produkt stimmt mit den Grundlegenden Anforderungen und allen zutreffenden Bestimmungen
der Richtlinie 98/79/EG des Europaischen Parlaments und des Rates vom 27. Oktober 1998 Uiber
in-vitro-Diagnostika tUberein. Die Konformitat zur Richtlinie wurde durch ein
Konformitatsbewertungsverfahren nach Anhang Il der Richtlinie festgestelit.

This product is conform with the essential requirements and meet the appropriate
provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices. Conformity was proved by a
conformity assessment procedure referred to in annex Il of the directive.

Liste angewendeter Normen:

List of standards applied for CE marking:
EN ISO 13485, EN ISO 14971, EN ISO 18113, EN ISO 15223, EN ISO 23640, EN 13612.
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Head of Regulatory Affairs
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ORG 516 AMA-M2

INTENDED PURPOSE

AMA-M2 is an ELISA test system for the quantitative measurement of IgG class autoantibodies against
mitochondrial M2 subtype antigen in human serum or plasma. This product is intended for professional in vitro
diagnostic use only.

The test is used as an aid in the differential diagnosis of primary biliary cirrhosis (PBC). In patients with other
autoimmune diseases occurrence of AMA antibodies may be related to the development or association of PBC.
Evaluation of a test result should always take into account all clinical and laboratory diagnostic findings.

SYMBOLS USED ON LABELS
In vitro diagnostic medical device Microplate

u Manufact E Calibrator
anufacturer
REF E Calibrator
- Catalogue number [cALRATOR €] Calibrator
; %  Sufficient for 96 determinations [causrAToR | D] Calibrator
CALIBRATOR i
LoT Batch code E| Calibrator
E| Calibrator
g Use by [conTROLT+] Control positive
ZDCJ se Temperature limitation [conTROL[-] Control negative
f)i"\ Keep away from sunlight
. . Sample Buffer P
® 0 notreuse Enzyme Conjugate
M Date of manufacture
C E CE marked according to 98/79/EC TMB Substrate
Stop solution
Consult instructions for use
[:B] Wash Buffer
516_4 | Electronic Instruction For Use: version RTU Ready to use
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PRINCIPLE OF THE TEST

Highly purified mitochondrial M2 subtype (PDC-E2, BCOADC-E2, OGDC-E2) antigen is bound to microwells.

The determination is based on an indirect enzyme linked immune reaction with the following steps:

Specific antibodies in the patient sample bind to the antigen coated on the surface of the reaction wells. After
incubation, a washing step removes unbound and unspecifically bound serum or plasma components.
Subesquently added enzyme conjugate binds to the immobilized antibody-antigen-complexes. After incubation, a
second washing step removes unbound enzyme conjugate. After addition of substrate solution the bound enzyme
conjugate hydrolyses the substrate forming a blue coloured product. Addition of an acid stopps the reaction
generating a yellow end-product. The intensity of the yellow color

correlates with the concentration of the antibody-antigen-complex and can be measured photometrically at 450 nm.

WARNINGS AND PRECAUTIONS
All reagents of this kit are intended for professional in vitro diagnostic use only.
Components containing human serum were tested and found negative for HBsAg, HCV, HIV1 and HIV2
by FDA approved methods. No test can guarantee the absence of HBsAg, HCV, HIV1 or HIV2, and so
all human serum based reagents in this kit must be handled as though capable of transmitting infection.
Bovine serum albumin (BSA) used in components has been tested for BSE and found negative.
Avoid contact with the substrate TMB (3,3",5,5°-Tetramethyl-benzidine).
Stop solution contains acid, classifiaction is non-hazardous. Avoid contact with skin.
Control, sample buffer and wash buffer contain sodium azide 0.09% as preservative. This concentration
is classified as non-hazardous.
» Enzyme conjugate contains ProClin 300 0.05% as preservative. This concentration is classified as non-
hazardous.
During handling of all reagents, controls and serum samples observe the existing regulations for laboratory safety
regulations and good laboratory practice:
First aid measures: In case of skin contact, immediately wash thoroughly with water and soap. Remove
contaminated clothing and shoes and wash before reuse. If system fluid comes into contact with skin,
wash thoroughly with water. After contact with the eyes carefully rinse the opened eye with running
water for at least 10 minutes. Get medical attention if necessary.
Personal precautions, protective equipment and emergency procedures:
Observe laboratory safety regulations. Avoid contact with skin and eyes. Do not swallow. Do not pipette by mouth.
Do not eat, drink, smoke or apply makeup in areas where specimens or kit reagents are handled. When spilled,
absorb with an inert material and put the spilled material in an appropriate waste disposal.
+ Exposure controls / personal protection: Wear protective gloves of nitril rubber or natural latex.
Wear protective glasses. Used according to intended use no dangerous reactions known.
» Conditions to avoid: Since substrate solution is light-sensitive. Store in the dark.
+ For disposal of laboratory waste the national or regional legislation has to be observed.
Observe the guidelines for performing quality control in medical laboratories by assaying control sera.
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CONTENTS OF THE KIT

ORG 516 V 9 Sufficient for 96 determinations
1 One divisible microplate consisting of 12 modules of 8 wells each. Ready to use.

Product code on module: AMA

E 1x 1.5 ml Calibrator A 0 IU/ml, containing serum/buffer matrix (PBS, BSA, detergent, NaN3
0.09%), yellow. Ready to use.

[caLgraTOR]B]  1x 1.5 ml Calibrator B 12.5 IU/ml, containing AMA-M2 antibodies in a serum/buffer matrix (PBS,
BSA, detergent, NaN3 0.09%), yellow. Ready to use.

E| 1x 1.5 ml Calibrator C 25 |U/ml, containing AMA-M2 antibodies in a serum/buffer matrix (PBS,
BSA, detergent, NaN3 0.09%), yellow. Ready to use.

[caieraTOR]D]  1x 1.5 mlI Calibrator D 50 1U/ml, containing AMA-M2 antibodies in a serum/buffer matrix (PBS,
BSA, detergent, NaN3 0.09%), yellow. Ready to use.

E| 1x 1.5 ml Calibrator E 100 1U/ml, containing AMA-M2 antibodies in a serum/buffer matrix (PBS,
BSA, NaN3 0.09%), yellow. Ready to use.

[catBrATOR]F]  1x 1.5 mlI Calibrator F 200 1U/ml, containing AMA-M2 antibodies in a serum/buffer matrix (PBS,
BSA, detergent, NaN3 0.09%), yellow. Ready to use.

CONTROL | ] 1x 1.5 ml Control positive, containing AMA-M2 antibodies in a serum/buffer matrix (PBS, BSA,
detergent, NaN3 0.09%), yellow. Ready to use. The concentration is specified on the
certificate of analysis.

[conTROL [ 1x 1.5 ml Control negative, containing AMA-M2 antibodies in a serum/buffer matrix (PBS, BSA,
detergent, NaN3 0.09%), yellow. Ready to use. The concentration is specified on the
certificate of analysis.

20 ml  Sample Buffer P, containing PBS, BSA, detergent, preservative sodium azide 0.09%,
yellow, concentrate (5 x).

15ml  Enzyme Conjugate containing anti-human IgG antibodies, HRP labelled; PBS, BSA,
detergent, preservative PROCLIN 0.05%, light red. Ready to use.

15ml  TMB Substrate; containing 3,3’, 5,5'- Tetramethylbenzidin, colorless. Ready to use.

15ml  Stop solution; contains acid. Ready to use.

20 ml  Wash Buffer, containing Tris, detergent, preservative sodium azide 0.09%; 50 x conc.

[ 1 Certificate of Analysis

MATERIALS REQUIRED

Microplate reader capable of endpoint measurements at 450 nm; optional: reference filter at 620 nm
Data reduction software

Multi-channel dispenser or repeatable pipette for 100 pl

Vortex mixer

Pipettes for 10 ul, 100 pl and 1000 pl

Laboratory timing device

Distilled or deionised water

Measuring cylinder for 1000 ml and 100 ml

Plastic container for storage of the wash solution

This ELISA assay is suitable for use on open automated ELISA processors. Each assay has to be validated on the
respective automated system. Detailed information is provided upon request.

SPECIMEN COLLECTION, STORAGE AND HANDLING

Collect whole blood specimens using acceptable medical techniques to avoid hemolysis.

Allow blood to clot and separate the serum or plasma by centrifugation.

Test serum should be clear and non-hemolyzed. Contamination by hemolysis or lipemia should be
avoided, but does not interfere with this assay.

Specimens may be refrigerated at 2-8°C for up to five days or stored at -20°C up to six months.
Avoid repetitive freezing and thawing of serum or plasma samples. This may result in variable loss of
antibody activity.

Testing of heat-inactivated sera is not recommended.
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STORAGE AND STABILITY

Store test kit at 2-8°C in the dark.

Do not expose reagents to heat, sun, or strong light during storage and usage.

Store microplate sealed and dessicated in the clip bag provided.

Shelf life of the unopended test kit is 18 months from day of production.

Unopened reagents are stable until expiration of the kit. See labels for individual batch.
Diluted Wash Buffer and Sample Buffer are stable for at least 30 days when stored at 2-8°C.
We recommend consumption on the same day.

PROCEDURAL NOTES

Do not use kit components beyond their expiration dates.

Do not interchange kit components from different lots and products.

All materials must be at room temperature (20-28°C) prior to use.

Prepare all reagents and samples. Once started, performe the test without interruption.
Double determinations may be done. By this means pipetting errors may become obvious.
Perform the assay steps only in the order indicated.

Always use fresh sample dilutions.

Pipette all reagents and samples into the bottom of the wells.

To avoid carryover or contamination, change the pipette tip between samples and different kit controls.
Wash microwells thoroughly and remove the last droplets of wash buffer.

All incubation steps must be accurately timed.

Do not re-use microplate wells.

PREPARATION OF REAGENTS

Dilute the contents of one vial of the buffered wash solution concentrate (50x) with distilled or deionised water to a
final volume of 1000 ml prior to use.

Sample Buffer P: Prior to use dilute the contents (20 ml) of one vial of sample buffer 5x concentrate with distilled or
deionised water to a final volume of 100 ml.

Preparation of samples

Dilute patient samples 1:100 before the assay: Put 990 pl of prediluted sample buffer in a polystyrene tube and add
10 pl of sample. Mix well. Note: Calibrators / Controls are ready to use and need not be diluted.
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TEST PROCEDURE
Prepare enough microplate modules for all calibrators / controls and patient samples.

1. Pipette 100 pl of calibrators, controls and prediluted patient samples into the wells.
Incubate for 30 minutes at room temperature (20-28 °C).
Discard the contents of the microwells and wash 3 times with 300 pl of wash solution.

2. Dispense 100 ul of enzyme conjugate into each well.
Incubate for 15 minutes at room temperature.
Discard the contents of the microwells and wash 3 times with 300 pl of wash solution.
3. Dispense 100 pl of TMB substrate solution into each well.
Incubate for 15 minutes at room temperature
4. Add 100 pl of stop solution to each well of the modules
Incubate for 5 minutes at room temperature.
Read the optical density at 450 nm (reference 600-690nm) and calculate the results.
The developed colour is stable for at least 30 minutes. Read during this time.

Example for a pipetting scheme:

1 2 3 4 5 6 7 8 9 10 11 12

Al AP

B| B P2

c  C P3

D| D

E E

F| F

G| C+

H| C-

P1, ... patient sample  A-F calibrators C+, C- controls

VALIDATION

Testresults are valid if the optical densities at 450 nm for calibrators / controls and the results for controls comply
with the reference ranges indicated on the Certificate of Analysis enclosed in each test kit.
If these quality control criteria are not met the assay run is invalid and should be repeated.

CALCULATION OF RESULTS

For quantitative results plot the optical density of each calibrator versus the calibrator concentration to create a
calibration curve. The concentration of patient samples may then be estimated from the calibration curve by
interpolation.

Using data reduction software a 4-Parameter-Fit with lin-log coordinates for optical density and concentration is the
data reduction method of choice.

PERFORMANCE CHARACTERISTICS

Calibration

The assay system is calibrated against the international reference preparation WHO 67/183 for AMA-M2 as 100
1U/ml.

Measuring range
The calculation range of this ELISA assay is 0-200 IU/ml

Expected values

In a normal range study with samples from healthy blood donors the following ranges have been established with
this ELISA assay: Cut-off 10 1U/ml

Interpretation of results
Negative: <10 IU/ml
Positive: > 10 IU/ml
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Linearity

Samples containing high levels of specific antibody were serially diluted in sample buffer to demonstrate the
dynamic range of the assay and the upper / lower end of linearity. Activity for each dilution was calculated from the
calibration curve using a 4-Parameter-Fit with lin-log coordinates.

Sample Dilution Observed Expected O/E
1U/ml 1U/ml [%]
WHO 1:100 108.5 100.0 109
1:200 51.2 50.0 102
1:400 252 25.0 101
1:800 12.8 12.5 102
1:1600 6.1 6.3 98
. 1:3200 3.1 3.1 99
1 1:100 49.5 495 100
1:200 25.0 24.8 101
1:400 12.2 12.4 99
1:800 5.9 6.2 95
Limit of detection
Functional sensitivity was determined to be: 1 1U/ml

Reproducibility

Intra-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 24
determinations in a single run. Results for precision-within-assay are shown in the table below.

Inter-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 6
determinations in 5 different runs. Results for run-to-run precision are shown in the table below.

Intra-Assay Inter-Assay
Sample Mean Sample Mean
1U/ml CV % 1U/ml CV %
1 39.8 7.0 1 40.1 6.2
2 81.3 3.8 2 84.6 11.8
3 177.3 3.6 3 180.4 38

Interfering substances

No interference has been observed with haemolytic (up to 1000 mg/dl) or lipemic (up to 3 g/dl triglycerides) sera or
plasma, or bilirubin (up to 40 mg/dl) containing sera or plasma. Nor have any interfering effects been observed with
the use of anticoagulants (Citrate, EDTA, Heparine). However for practical reasons it is recommended that grossly
hemolyzed or lipemic samples should be avoided.

Study results

Study population n n Pos %

Primary biliary cirrhosis (PBC) 143 139 97.2
Rheumatoid Arthritis 60 1 1.7
Normal human sera 267 18 6.7

Clinical Diagnosis

POS NEG

ORG 516 POS | 139 19

NEG 4 308

143 327 470
Sensitivity:  97.2 o
Specificity: 94.2 %
Overall agreement: 95.1 %
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LIMITATIONS OF THE PROCEDURE

This assay is a diagnostic aid. A definite clinical diagnosis should not be based on the results of a single test, but
should be made by the physician after all clinical and laboratory findings have been evaluated concerning the entire
clinical picture of the patient. Also every decision for therapy should be taken individually.

The above pathological and normal reference ranges for antibodies in patient samples should be regarded as
recommendations only. Each laboratory should establishe its own ranges according to ISO 15189 or other
applicable laboratory guidelines.

REFERENCES

. Berg, P.A. and Klein, R. Diagnose der primar-bilidren Zirrhose. IVD Nachrichten 1990; 1/1: 6 -7.

. Berg, P.A. and Klein, R. Heterogeneity of anti-mitochondrial antibodies. Sem. Liver Dis. 1989; 9: 103 - 116.

. Berg, P.A. and Klein, R. Immunology of primary biliary cirrhosis. Balliére's Clin.Gastroenterol. 1987; 1: 675 - 706.

. Baum, H. and Palmer, C. The PBC specific antigen. Mol. Aspects Med. 1985; 8: 201 - 234.

. Fussey, S.P.M., Guest, J.R., James, O.F W. et al. Identification and analysis of the major M2 autoantigens in
primary biliary cirrhosis. PNAS, USA 1988; 85: 8654 - 8658.
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Notice to the user (European Union):
Any serious incident that has occurred in relation to the device shall be reported to the manufacturer and the
competent authority of the EU Member State in which the user and/or the patient is established .

Change Control
Former version: ORG 516_IFU_EN_QM113145_2013-12-16_2.1 Reason for revision: Introduction electronic IFU on homepage
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@ Pipet 100 pl calibrator, control or patient sample
T» |ncubate for 30 minutes at room temperature

T Discard the contents of the wells and
wash 3 times with 300 pl wash solution

@ Pipet 100 pl enzyme conjugate
T |ncubate for 15 minutes at room temperature

T Discard the contents of the wells and
wash 3 times with 300 pl wash solution

@ Pipet 100 pl substrate solution
T |ncubate for 15 minutes at room temperature

@ Add 100 pl stop solution
T Leave untouched for 5 minutes

™ Readat 450 nm
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ORG 538 ANAscreen

INTENDED PURPOSE

ANAscreen is an ELISA-based test system for the qualitative measurement of IgG class autoantibodies against SS-
A 60, SS-A 52, SS-B, RNP-70, Sm, RNP/Sm, Scl-70, centromere B, Jo-1 in human serum or plasma samples. This
product is intended for professional in vitro diagnostic use only.

The test is used for screening of patients with suspected autoimmune connective tissue diseases, e.g. systemic
lupus erythematosus, mixed connective tissue disease, Sjoegren’s syndrome, scleroderma, and
polymyositis/dermatomyositis. Evaluation of a test result should always take into account all clinical and laboratory
diagnostic findings.

SYMBOLS USED ON LABELS

In vitro diagnostic medical device [MiCROPLATE] Microplate
Calibrator

N Manufacturer .
[conTROL [-] Control negative

Catalogue number

\/ 9% Sufficient for 96 determinations

LoT Batch code

E Use by
ZDCJ * Temperature limitation

f)i"\ Keep away from sunlight

Sample Buffer P
Enzyme Conjugate

Do not reuse

®

M Date of manufacture
C

B

E CE marked according to 98/79/EC TMB Substrate
Stop solution
Consult instructions for use
Wash Buffer
538 3 | Electronic Instruction For Use: version RTU Ready to use
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PRINCIPLE OF THE TEST

A mixture of purified antigens SS-A 60, SS-A 52, SS-B, RNP-70, Sm, RNP/Sm, Scl-70, Centromere B and Jo-1 is
coated on to microwells.

The determination is based on an indirect enzyme linked immune reaction with the following steps:

Specific antibodies in the patient sample bind to the antigen coated on the surface of the reaction wells. After
incubation, a washing step removes unbound and unspecifically bound serum or plasma components.
Subesquently added enzyme conjugate binds to the immobilized antibody-antigen-complexes. After incubation, a
second washing step removes unbound enzyme conjugate. After addition of substrate solution the bound enzyme
conjugate hydrolyses the substrate forming a blue coloured product. Addition of an acid stopps the reaction
generating a yellow end-product. The intensity of the yellow color

correlates with the concentration of the antibody-antigen-complex and can be measured photometrically at 450 nm.

WARNINGS AND PRECAUTIONS
All reagents of this kit are intended for professional in vitro diagnostic use only.
Components containing human serum were tested and found negative for HBsAg, HCV, HIV1 and HIV2
by FDA approved methods. No test can guarantee the absence of HBsAg, HCV, HIV1 or HIV2, and so
all human serum based reagents in this kit must be handled as though capable of transmitting infection.
Bovine serum albumin (BSA) used in components has been tested for BSE and found negative.
Avoid contact with the substrate TMB (3,3",5,5°-Tetramethyl-benzidine).
Stop solution contains acid, classifiaction is non-hazardous. Avoid contact with skin.
Control, sample buffer and wash buffer contain sodium azide 0.09% as preservative. This concentration
is classified as non-hazardous.
Enzyme conjugate contains ProClin 300 0.05% as preservative. This concentration is classified as
non-hazardous.
During handling of all reagents, controls and serum samples observe the existing regulations for laboratory safety
regulations and good laboratory practice:
First aid measures: In case of skin contact, immediately wash thoroughly with water and soap. Remove
contaminated clothing and shoes and wash before reuse. If system fluid comes into contact with skin,
wash thoroughly with water. After contact with the eyes carefully rinse the opened eye with running
water for at least 10 minutes. Get medical attention if necessary.
Personal precautions, protective equipment and emergency procedures:
Observe laboratory safety regulations. Avoid contact with skin and eyes. Do not swallow. Do not pipette by mouth.
Do not eat, drink, smoke or apply makeup in areas where specimens or kit reagents are handled. When spilled,
absorb with an inert material and put the spilled material in an appropriate waste disposal.
» Exposure controls / personal protection: Wear protective gloves of nitril rubber or natural latex.
Wear protective glasses. Used according to intended use no dangerous reactions known.
» Conditions to avoid: Since substrate solution is light-sensitive. Store in the dark.
» For disposal of laboratory waste the national or regional legislation has to be observed.
Observe the guidelines for performing quality control in medical laboratories by assaying control sera.
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CONTENTS OF THE KIT

ORG 538 N/ 9 Sufficient for 96 determinations

1 One divisible microplate consisting of 12 modules of 8 wells each. Ready to use.
Product code on module:  Asc

1x 1.5 ml Calibrator, containing ANA antibodies in a serum/buffer matrix (PBS, BSA, detergent,
NaN3 0.09%), yellow. Ready to use.

[conTRoL [ 1x 1.5 ml Control negative, containing ANA antibodies serum/buffer matrix (PBS, BSA, detergent,
NaN3 0.09%), yellow. Ready to use.

20ml Sample Buffer P, containing PBS, BSA, detergent, preservative sodium azide 0.09%,
yellow, concentrate (5 x).

15ml  Enzyme Conjugate containing anti-human IgG antibodies, HRP labelled; PBS, BSA,
detergent, preservative PROCLIN 0.05%, light red. Ready to use.

15ml  TMB Substrate; containing 3,3’, 5,5"- Tetramethylbenzidin, colorless. Ready to use.

15ml  Stop solution; contains acid. Ready to use.

20 ml  Wash Buffer, containing Tris, detergent, preservative sodium azide 0.09%; 50 x conc.

[ 1 Certificate of Analysis

MATERIALS REQUIRED

Microplate reader capable of endpoint measurements at 450 nm; optional: reference filter at 620 nm
Data reduction software

Multi-channel dispenser or repeatable pipette for 100 pl

Vortex mixer

Pipettes for 10 ul, 100 pl and 1000 pl

Laboratory timing device

Distilled or deionised water

Measuring cylinder for 1000 ml and 100 ml

Plastic container for storage of the wash solution

This ELISA assay is suitable for use on open automated ELISA processors. Each assay has to be validated on the
respective automated system. Detailed information is provided upon request.

SPECIMEN COLLECTION, STORAGE AND HANDLING

Collect whole blood specimens using acceptable medical techniques to avoid hemolysis.

Allow blood to clot and separate the serum or plasma by centrifugation.

Test serum should be clear and non-hemolyzed. Contamination by hemolysis or lipemia should be
avoided, but does not interfere with this assay.

Specimens may be refrigerated at 2-8°C for up to five days or stored at -20°C up to six months.
Avoid repetitive freezing and thawing of serum or plasma samples. This may result in variable loss of
antibody activity.

Testing of heat-inactivated sera is not recommended.

STORAGE AND STABILITY

Store test kit at 2-8°C in the dark.

Do not expose reagents to heat, sun, or strong light during storage and usage.

Store microplate sealed and dessicated in the clip bag provided.

Shelf life of the unopended test kit is 18 months from day of production.

Unopened reagents are stable until expiration of the kit. See labels for individual batch.
Diluted Wash Buffer and Sample Buffer are stable for at least 30 days when stored at 2-8°C.
We recommend consumption on the same day.

PROCEDURAL NOTES

» Do not use kit components beyond their expiration dates.

» Do not interchange kit components from different lots and products.

+ All materials must be at room temperature (20-28°C) prior to use.

» Prepare all reagents and samples. Once started, performe the test without interruption.
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Double determinations may be done. By this means pipetting errors may become obvious.

Perform the assay steps only in the order indicated.

Always use fresh sample dilutions.

Pipette all reagents and samples into the bottom of the wells.

To avoid carryover or contamination, change the pipette tip between samples and different kit controls.
Wash microwells thoroughly and remove the last droplets of wash buffer.

All incubation steps must be accurately timed.

Do not re-use microplate wells.

PREPARATION OF REAGENTS

Dilute the contents of one vial of the buffered wash solution concentrate (50x) with distilled or deionised water to a
final volume of 1000 ml prior to use.

Sample Buffer P: Prior to use dilute the contents (20 ml) of one vial of sample buffer 5x concentrate with distilled or
deionised water to a final volume of 100 ml.

Preparation of samples

Dilute patient samples 1:100 before the assay: Put 990 pl of prediluted sample buffer in a polystyrene tube and add
10 pl of sample. Mix well. Note: Calibrators / Controls are ready to use and need not be diluted.
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TEST PROCEDURE
Prepare enough microplate modules for all calibrators / controls and patient samples.

1. Pipette 100 pl of calibrators, controls and prediluted patient samples into the wells.
Incubate for 30 minutes at room temperature (20-28 °C).
Discard the contents of the microwells and wash 3 times with 300 pl of wash solution.

2. Dispense 100 ul of enzyme conjugate into each well.
Incubate for 15 minutes at room temperature.
Discard the contents of the microwells and wash 3 times with 300 pl of wash solution.

3. Dispense 100 pl of TMB substrate solution into each well.
Incubate for 15 minutes at room temperature

4. Add 100 pl of stop solution to each well of the modules
Incubate for 5 minutes at room temperature.
Read the optical density at 450 nm (reference 600-690nm) and calculate the results.
The developed colour is stable for at least 30 minutes. Read during this time.

Example for a pipetting scheme:
1 2 3 4 5 6 7 8 9 10 11 12

A | CAL

B| C-

c| P1

D| P2

E| P3

F

G

H

P1, ... patient sample  CAL calibrator C- Control negative

VALIDATION

Test results are valid if the optical densities at 450 nm for calibrators / controls and the results for controls comply
with the reference ranges indicated on the Certificate of Analysis enclosed in each test kit.
If these quality control criteria are not met the assay run is invalid and should be repeated.

CALCULATION OF RESULTS
First optical density (OD) of cut-off is calculated by multiplying optical density of the calibrator by the test specific
factor 0.5:
OD cut-off = OD Calibrator * 0.5
Then the optical density of a sample is compared to the optical density of the cut-off:
Negative: ~ OD sample < OD cut-off
Positive: OD sample = OD cut-off
For detailed results the optical density of a sample is expressed as Index value:
Index = OD sample / OD cut-off

PERFORMANCE CHARACTERISTICS

Calibration
The assay system is calibrated against the internationally recognized reference sera from CDC, Atlanta USA.

Measuring range
not applicable

Expected values
In a normal range study with samples from healthy blood donors the following ranges have been established with
this ELISA assay: Cut-off Index 1.0
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Interpretation of results

Negative: Index < 1.0
Borderline: Index 1.0-1.2
Positive: Index > 1.2

Linearity
Patient samples containing high levels of specific antibody were serially diluted in sample buffer. Activity for each
dilution step was calculated as Index-Value.

Sample Dilution Observed Expected O/E
Index Index [%]
1 1:100 5.8 5.8 100
1:200 27 2.9 93
1:400 1.6 1.5 110
1:800 0.8 0.7 110
. 1:1600 0.4 04 106
2 1:100 4.9 4.9 100
1:200 2.7 2.5 110
1:400 1.3 1.2 106
1:800 0.6 0.6 98
1:1600 0.3 0.3 90
Limit of detection
not applicable not applicable

Reproducibility

Intra-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 24
determinations in a single run. Results for precision-within-assay are shown in the table below.

Inter-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 6
determinations in 5 different runs. Results for run-to-run precision are shown in the table below.

Intra-Assay Inter-Assay
Sample Mean Sample Mean
Index CV % Index CV %
1 1.1 35 1 1.2 6.5
2 1.9 24 2 1.9 4.0
3 3.2 2.2 3 33 38

Interfering substances

No interference has been observed with haemolytic (up to 1000 mg/dl) or lipemic (up to 3 g/dl triglycerides) sera or
plasma, or bilirubin (up to 40 mg/dl) containing sera or plasma. Nor have any interfering effects been observed with
the use of anticoagulants (Citrate, EDTA, Heparine). However for practical reasons it is recommended that grossly
hemolyzed or lipemic samples should be avoided.

Study results

Study population n n Pos %

SLE 63 60 95.2
Sjogren's syndrome 10 10 100.0
MCTD 10 10 100.0
Poly-/dermatomyositis 8 7 87.5
Scleroderma 10 10 100.0
CREST syndrome 9 9 100.0
Normal human sera 148 3 2.0
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Clinical Diagnosis

POS NEG

ORG 538 POS | 106 3

NEG 4 145

110 148 258
Sensitivity:  96.4 o,
Specificity: 98.0 %
Overall agreement: 97.3 %

LIMITATIONS OF THE PROCEDURE

This assay is a diagnostic aid. A definite clinical diagnosis should not be based on the results of a single test, but
should be made by the physician after all clinical and laboratory findings have been evaluated concerning the entire
clinical picture of the patient. Also every decision for therapy should be taken individually.

The above pathological and normal reference ranges for antibodies in patient samples should be regarded as
recommendations only. Each laboratory should establishe its own ranges according to ISO 15189 or other
applicable laboratory guidelines.
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Notice to the user (European Union):
Any serious incident that has occurred in relation to the device shall be reported to the manufacturer and the
competent authority of the EU Member State in which the user and/or the patient is established .
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Former version: ORG 538_IFU_EN_QM113172_2013-12-16_1.2 Reason for revision: Introduction electronic IFU on homepage
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@ Pipet 100 pl calibrator, contral or patient sample
T» |ncubate for 30 minutes at room temperature

T Discard the contents of the wells and
wash 3 times with 300 pl wash solution

@ Pipet 100 pl enzyme conjugate
T |ncubate for 15 minutes at room temperature

T Discard the contents of the wells and
wash 3 times with 300 pl wash solution

@ Pipet 100 pl substrate solution
T |ncubate for 15 minutes at room temperature

@ Add 100 pl stop solution

==& Leave untouched for 5 minutes
TT»  Readat 450 nm
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According to 1907/2006/EC + Safety Data Sheet v

amendment 453/2010/EC
Document No QM110212
version 3 dated 2018-01-23 ORG 538
ORGENTEC

1. Product identifier
Code ORG 538
Name ANAscreen

ANAscreen is a medical device for the qualitative screening of IgG class autoantibodies against RNP-70,
RNP/Sm, Sm, SS-A, SS-B, Scl 70, Centromer B and Jo-1 in human serum or plasma. Intended for
professional in vitro diagnostic use only.

Manufacturer / Supplier

ORGENTEC Diagnostika GmbH
Carl-Zeiss-Strafie 49-51

55129 Mainz - Germany

Phone: +49 6131/ 92580

Fax: +49 6131 /925858
orgentec@orgentec.com
www.orgentec.com

2. Hazards identification
Product is not classified as hazardous according to the European Regulation 1999/45/EC or 1272/2008/EC.
Human health hazards: No specific hazard.

3. Composition / Information on ingredients
Coated microplate: Purified antigen coated onto polystyrene microwells.
Calibrators/controls: Human antibodies < 1% in phosphate buffered saline with Tween 20 as detergent,
sodium azide 0.09% as preservative and BSA for stabilization.
Enzyme conjugate: Peroxidase conjugated anti-human antibody < 0.0001% in phosphate buffered saline
with ProClin 300 as preservative and bovine serum albumin (BSA) for stabilization.

Sample buffer: Phosphate buffered saline with sodium azide 0.09% as preservative and BSA for
stabilization.
Wash buffer: Tris buffered saline with Tween 20 as detergent and sodium azide 0.09% as preservative.

Substrate solution: Aqueous solution of TMB (3,3",5,5 -Tetramethylbenzidin) 0.032% with organic solvent
2-pyrrolidone < 10%, sodium perborate, citrate, EDTA, and Kathon CG as preservative.

Stop solution: Aqueous solution of phosphoric acid 4.5%.

Active substances in all mixtures do not meet the criteria for classification according to 1272/2008/EC.

4. First aid measures

Skin Contact: In case of skin contact, immediately wash thoroughly with water and soap.
Remove contaminated clothing and shoes and wash before reuse.
If stop solution comes into contact with skin, wash thoroughly with water.

Eye Contact: After contact with the eyes carefully rinse the opened eye with running water for at
least 10 minutes. Get medical attention if necessary. Remove contact lenses if this
can be done easily.

Respiratory tract:  Take person to the fresh air.

Swallowing: Rinse the mouth and spit the fluids out. Drink 1 - 2 glasses of water immediately. During
spontaneous vomiting hold the head of the casualty low with the body in a prone position in
order to avoid the penetration of vomit into the air tube.

5. Firefighting measures
Extinguishing Media: Use dry chemical powder, water spray, foam or carbon dioxide.

6. Personal precautions, protective equipment and emergency procedures
Observe laboratory safety regulations.
Avoid contact with skin and eyes. Do not swallow. Do not pipette by mouth.
Do not eat, drink, smoke or apply makeup in areas where specimens or kit reagents are handled.
When spilled, absorb with an inert material and put the spilled material in an appropriate waste disposal.

7. Handling and storage
Handling: Special measures are not required.
Storage: Store at 2 to 8 °C. Protect from light.
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According to 1907/2006/EC + Safety Data Sheet v

amendment 453/2010/EC
Document No QM110212
version 3 dated 2018-01-23 ORG 538

ORGENTEC

Exposure controls / personal protection

Respiratory protection: Not required

Hand protection: Wear protective gloves of nitril rubber or natural latex.
Eye protection: Wear protective glasses.

Physical and chemical properties

Coated microplate: ~ Polystyrol microwells in foil pouch.
Calibrators: Yellow fluid in glass bottle.

Enzyme conjugate:  Red fluid in polyethylene bottle.
Sample buffer: Yellow fluid in polyethylene bottle.
Wash buffer: Colorless fluid in polyethylene bottle.
Substrate solution: Colorless fluid in polyethylene bottle.
Stop solution: Colorless fluid in polyethylene bottle.

10.

Stability and reactivity
Stability of components is given on the labels. Used according to intended use no dangerous reactions known.
Conditions to avoid: ~ Substrate solution is light-sensitive. Store substrate solution in the dark.

1.

Toxicological information
Used according to intended use no toxicological reactions known.

12,

Ecological information
Used according to intended use no ecological reactions known.

13.

Disposal considerations

Waste should be disposed of in accordance with federal, state and local environmental control regulations.
When disposing of conjugate solution, sample buffer or wash buffer flush drains with copious amounts of water.
Disposal of packaging according to the instructions of the public authorities.

14.

Transport information
This product is not subject to official transport regulations.

15.

Regulatory information

1907/2006/EC Registration, evaluation and authorization of chemicals regulation (REACH)
1272/2008/EC Classification, labelling and packaging regulation (CLP, globally harmonized system GHS)
replaces 67/548/EWG and 1999/45/EG, amending 1907/2006/EG

453/2010/EC  Compilation of safety data sheets regulation (SDS), amending 1907/2006/EC

This product is not classified according to the EU regulations 1272/2008. No labeling requirement.

16.

Other information
Revision: editorial corrections.
Safety data for product including all components. This product is intended for professional laboratory use only.

Notice to Reader

To the best of our knowledge, the information contained herein is accurate. However, neither the above named
supplier assumes any liability whatsoever for the accuracy or completeness of the information contained herein.

All materials may present unknown hazards and should be used with caution. Although certain hazards are
described herein, we cannot guarantee that these are the only hazards that exist.
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sifin

EG-Konformitétserkldrung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€
Nr./No. 145

Wir / Nous / We

sifin diagnostics gmbh,
Berliner Allee 317-321, 13088 Berlin, Germany

erklaren in eigener Verantwortung, dass
déclarons sous notre propre responsabilité que / declare on our own responsibility that

das Medizinprodukt (1VD): Anti-Salmonella OMA
le dispositif médical (IVD): Anti-Salmonella OMB
the medical device (IVD): Anti-Salmonella OMC

Anti-Salmonella OMD
Anti-Salmonella OME
Anti-Salmonella OMF
Anti-Salmonella OMG

Sonstiges Produkt
Other device/Autre dispositif

allen Anforderungen der Richtlinie 98/79/EG entspricht.
remplit toutes les exigences de la Directive 98/79/EG qui le concernait.
meets all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Normen: DIN EN ISO 13485:2012, DIN EN 13612:2002,
Normes harmonisés appliqués: DIN EN 13641:2002, DIN EN I1SO 14971:2013,
Applied harmonized standards: DIN EN ISO 15223-1:2017, DIN EN 1SO 18113-1:2013,
DIN EN ISO 18113-2:2013, DIN EN ISO 23640:2015
Konformitatsbewertungsverfahren: Anhang Il
Procédure d'évaluation de la conformita: Annexe lll
Conformity assessment procedure: Annex lll
Guiltig bis: 2018-10
Valable jusgqu’au:
Valid until:
4

7 C; é 7 "\r\"’Z—"_

Berlin, 01.03.2018 Dr. T. Schwarz A e

Sicherheitsbeauftragter fiir Medizinprodukte
Agent de sécurité /Safety Officer

sifin diagnostics gmbh + Berliner Allee 317-321 + 13088 Berlin - Germany
Phone +49-30-92 70 30-0 * Fax +49-30-92 70 30-30 - info@sifin.de + www.sifin.de



sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€

Testreagenzien Anti-Salmonella O, Vi
Réactifs de test Anti-Salmonella O, Vi
Test Reagents Anti-Salmonella O, Vi

Wir / Nous / We

sifin diagnostics gmbh
Berliner Allee 317-321, 13088 Berlin, Germany
phone +49-30-700-144-0, fax +49-30-700-144-30, info@sifin.de, www.sifin.de

erklaren in eigener Verantwortung, dass
déclarons sous notre propre responsabilité que / declare on our own responsibility that

die Medizinprodukte (1VD):
les dispositifs médical (IVD) :
the medical devices (IVD):

Testreagenzien Anti-Salmonella O, Vi
Réactifs de test Anti-Salmonella O, Vi
Test Reagents Anti-Salmonella O, Vi

TR1201 Anti-Salmonella Group B
TR1201-01 Anti-Salmonella Group B
TR1202 Anti-Salmonella Group C
TR1203 Anti-Salmonella Group D
TR1203-01 Anti-Salmonella Group D
TR1204 Anti-Salmonella Group E
TR1301 Anti-Salmonella O:2
TR1302 Anti-Salmonella O:4
TR1302-01 Anti-Salmonella O:4
TR1303 Anti-Salmonella O:5
TR1303-01 Anti-Salmonella O:5
TR1304 Anti-Salmonella O:61
TR1305 Anti-Salmonella O:7
TR1306 Anti-Salmonella O:8
TR1307 Anti-Salmonella O:9
TR1307-01 Anti-Salmonella O:9
TR1308 Anti-Salmonella O:10
TR1323 Anti-Salmonella O:11
TR1325 Anti-Salmonella O:13
TR1309 Anti-Salmonella O:14
TR1310 Anti-Salmonella O:15
TR1328 Anti-Salmonelia O:16
TR1329 Anti-Salmonella O:17
TS1330 Anti-Salmonella O:18
TR1311 Anti-Salmonella O:19
TR1312 Anti-Salmonella O:20
TR1331 Anti-Salmonelia O:21



sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€

Testreagenzien Anti-Salmonella O, Vi
Réactifs de test Anti-Salmonella O, Vi
Test Reagents Anti-Salmonella O, Vi

TS1332 Anti-Salmonella O:22
TR1335 Anti-Salmonella 0:25
TR1313 Anti-Salmonella O:27
TR1336 Anti-Salmonella O:28
TR1339 Anti-Salmonella O:30
TR1314 Anti-Salmonella O:34
TR1341 Anti-Salmonella O:35
TR1344 Anti-Salmonella O:38
TR1345 Anti-Salmonella O:39
TR1346 Anti-Salmonella O:40
TR1347 Anti-Salmonella O:41
TR1348 Anti-Salmonella 0:42
TR1349 Anti-Salmonella 0:43
TR1350 Anti-Salmonella O:44
TR1351 Anti-Salmonella O:45
TR1315 Anti-Salmonella O:46
TR1353 Anti-Salmonella O:47
TR1354 Anti-Salmonella O:48
TR1355 Anti-Salmonella O:50
TR1356 Anti-Salmonella O:51
TR1357 Anti-Salmonella O:52
TR1358 Anti-Salmonella O:53
TR1359 Anti-Salmonella O:54
TR1360 Anti-Salmonella O:55
TR1361 Anti-Salmonella O:56
TR1362 Anti-Salmonella O:57
TR1363 Anti-Salmonella O:58
TR1364 Anti-Salmonella O:59
TR1365 Anti-Salmonella O:60
TR1366 Anti-Salmonelia O:61
TR1367 Anti-Salmonella O:62
TR1368 Anti-Salmonella O:63
TR1369 Anti-Salmonella O:65
TR1370 Anti-Salmonella O:66
TR1371 Anti-Salmonella O:67
TR1316 Anti-Salmonella Vi

Sonstige Produkte
Autres dispositifs/Other devices

allen Anforderungen der Richtlinie 98/79/EG entsprechen.
remplirent toutes les exigences de la Directive 98/79/EG qui le concernait.
meet all the provisions of the Directive 98/79/EG which apply to it.
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sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€

Testreagenzien Anti-Salmonella O, Vi
Réactifs de test Anti-Salmonella O, Vi
Test Reagents Anti-Salmonella O, Vi

Angewandte harmonisierte Normen: DIN EN 1SO 13485:2016,
Normes nationales appliqués: DIN EN 13612:2002,
Applied national standards: DIN EN 13641:2002,
DIN EN ISO 14971:2013,
DIN EN ISO 15223-1:2017,
DIN EN ISO 18113-1:2013,
DIN EN ISO 18113-2:2013,
DIN EN ISO 23640:2015

Konformitatsbewertungsverfahren: Anhang 1l
Procédure d’évaluation de la conformita: Annexe lll
Conformity assessment procedure: Annex lli
Gliltig bis: 2022-05-25
Valable jusqu’au:

Valid until:

Berlin, 23.10.2021

Dr. Kathrin Landg%
Sicherheitsbeauftragte fur Medizinprodukte
Agent de sécurité / Safety Officer
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sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€

Testreagenzien Anti-Salmonella H
Réactifs pour tests Anti-Salmonella H
Test Reagents Anti-Salmonella H

Wir / Nous / We

sifin diagnostics gmbh
Berliner Allee 317-321, 13088 Berlin, Germany
phone +49-30-700-144-0, fax +49-30-700-144-30, info@sifin.de, www.sifin.de

erklaren in eigener Verantwortung, dass
déclarons sous notre propre responsabilité que / declare on our own responsibility that

die Medizinprodukte (IVD): Testreagenzien Anti-Salmonella H

les dispositifs médical (IVD) : Réactifs pour tests Anti-Salmonella H

the medical devices (IVD): Test Reagents Anti-Salmonella H
TR1401 Anti-Salmonella H:a
TR1402 Anti-Salmonella H:b
TR1403 Anti-Salmonella H:c
TR1404 Anti-Salmonella H:d
TR1405 Anti-Salmonella H:E
TR1405-01 Anti-Salmonella H:E
TR1407 Anti-Salmonella H:f
TR1406 Anti-Salmonella H:g
TR1406-01 Anti-Salmonella H:g
TR1408 Anti-Salmonella H:g,m
TR1408-01 Anti-Salmonella H:g,m
TR1409 Anti-Salmonella H:h
TR1410 Anti-Salmonella H:i
TR1410-01 Anti-Salmonella H:i
TR1411 Anti-Salmonella H:k
TR1412 Anti-Salmonella H:L
TR1412-01 Anti-Salmonella H:L
TS1413 Anti-Salmonella H:m
TR1438 Anti-Salmonella H:n
TS1414 Anti-Salmonella H:p
TS1415 Anti-Salmonella H:q
TR1416 Anti-Salmonella H:r
TS1417 Anti-Salmonella H:s
TS1418 Anti-Salmonella H:t
TS1419 Anti-Salmonella H:u
TS1420 Anti-Salmonella H:v
TS1421 Anti-Salmonella H:w
TS1422 Anti-Salmonella H:x
TR1423 Anti-Salmonella H:y



sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

Ce

Testreagenzien Anti-Salmonella H
Réactifs pour tests Anti-Salmonella H
Test Reagents Anti-Salmonella H

TR1424 Anti-Salmonella H:z
TS1425 Anti-Salmonella H:zs,z23
TS1426 Anti-Salmonella H:zs
TR1427 Anti-Salmonella H:z1o
TS1428 Anti-Salmonella H:z1s
TR1440 Anti-Salmonella H:z23
TS1429 Anti-Salmonella H:z24
TS1449 Anti-Salmonella H:z2s
TS1430 Anti-Salmonella H:z29
TS1431 Anti-Salmonella H:z32
TR1445 Anti-Salmonella H:zas
TR1447 Anti-Salmonella H:zas
TR1448 Anti-Salmonella H:za1
TR1437 Anti-Salmonella H:1
TR1437-01 Anti-Salmonella H:1
TR1433 Anti-Salmonella H:2
TR1433-01 Anti-Salmonella H:2
TS1434 Anti-Salmonella H:5
TR1435 Anti-Salmonella H:6
TS1436 Anti-Salmonella H:7

Sonstige Produkte
Autres dispositifs/Other devices

allen Anforderungen der Richtlinie 98/79/EG entsprechen.
remplirent toutes les exigences de la Directive 98/79/EG qui le concernait.
meet all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Normen: DIN EN ISO 13485:2016,
Normes nationales appliqués: DIN EN 13612:2002,
Applied national standards: DIN EN 13641:2002,
DIN EN ISO 14971:2013,
DIN EN ISO 15223-1:2017,
DIN EN ISO 18113-1:2013,
DIN EN ISO 18113-2:2013,
DIN EN ISO 23640:2015

Konformitatsbewertungsverfahren: Anhang IlI
Procédure d’évaluation de la conformita: Annexe |l
Conformity assessment procedure: Annex Il
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EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€

Testreagenzien Anti-Salmonella H
Réactifs pour tests Anti-Salmonella H
Test Reagents Anti-Salmonella H

Gililtig bis: 2022-05-25
Valable jusqu’au:
Valid until:

Berlin, 23.10.2021

Dr. Kathrin Landg(ebe
Sicherheitsbeauftragte flir Medizinprodukte
Agent de sécurité / Safety Officer
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Perucrpaunonnoe ynoctosepenrie Ne ®CP 2009/05559 ot 04.12.2015 1.
IMacnmopr

Ha0op pearenros «Mac10 HMMEpPCHOHHOE»
no TY 9398-011-29508133-2009

Cepusn 93 Jara n3roroBiienns 02.09.2021

1. Haznauenue
Hcnmonp3yeTca And anoXpoOMATHYECKHX M aXpOMaTHYECKHMX OOBCKTHBOB MHKPOCKOMOB BCEX BHAOB, KpPOME
JTFOMHHECLECHTHBIX, MPEAHA3HAYCHHBIX 1711 paboThl B BHAUMOM 001aCTH CIIEKTpA.

2. Texunueckne TpedoBanNs

o XapakTepuCTHKA H ) L )
HanMeHnoBaHHe noKazaresis Pe3yabTarsl aHAIH3A
nopmamno TY
. ITpospaynas decuBeTHas HKUIKOCTE CO
BHC].LIH HH BHI caoomeemcmaeyem
CTadbIM JKEITOBATEIM OTTCHKOM
Ba b Kas
ﬂ:KOCT 2KH1'{(31'\-'121TI-‘]"ll’.}C npH TCMICPAaTypC O'T 220 1275
20°C, mm%/c
[MokasaTens NPeIOMICHHA NPH TEMIIEPATYpe
" pes P e Or 1,5150 10 1,5180 1,5154
20°C
440 um — 98,4
- o ]
Koadduumnent nponyckanua macna, %o He menee 70 540 1w — 100,0

HMMMEPCHOHHOC MACNO JICTKO YOA/BICTCH ¢ MOBEPXHOCTH Npenaparta, ()POHTANBHOH JHH3BI H ONMPaBbl 0OBCKTHBA;
HHEPTHO K OKPAIICHHBIM H HEOKPALICHHBIM NPenapaTam.

VnakoBka — (prakoH-kaneasHHUA BMeCTHMOCTBIO 100,0 M1 obecneyrBaeT akKypaTHOE M 9KOHOMHYHOE HAHECEHHE
Maclia Ha npenapar.

Cpox rognocts — 1,5 roga ¢ 1aTel H3roTOBICHHS.

3. TpancnoprupoBaHHe H XpaHeHHe
TpancnopTHPOBAHKUE OOMAKHO MPOBOAMTHCS BCCMM BHIAMH KPBITOTO TPAHCIOPTA B COOTBETCTBHH C TPABHIAMHU
MICPEBO3KH TPY30B, ACHCTBYIOIIMMH HA JAHHOM BHAC TPAHCMOPTA. XPAHCHHE - B YIAKOBKE MPEANPHATHA-H3TOTOBHTENA B
MPOXIAJHOM MECTE MPH OTHOCHTENBHOH BIAXHOCTH BO3Lyxa He Gomee 80% B MecTax, 3aLIMIIEHHBIX OT BO3ACHCTBHUA
OpAMBIX COMHCYHBIX le"lCl.'i., aTMOC[i]EprIX 0CaaK0B K arpCCCUBHBIX CPCO B TCUCHHUC BCCTO CPOKAa rOAHOCTH.

4. TapanTHH H3TOTOBHTEIS
H3roToBHTENE TAPAaHTHPYET COOTBETCTBHE KavecTsa Habopa peareHTOB «Macno uMmepcHoHHoe» TpedoBanuAM TY
9398-011-29508133-2009 npu cobmrogeHUH MOTPEOUTENEM YCIOBHH TPAHCTIOPTHPOBAHHA, XPAHCHHA M MPUMCHCHHA B
TCUCHHE BCCTO CPOKA MOJHOCTH,

Hauvanenuk IITO Ba6uu B.A.




®EAEPAABHASA CAVAKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHW A
(POCSAPABHAASOP)

PEFHCTPALIHOHHOE Y,CIOCTOBEPEHHE

HA MEAWLHHCROE U3AEJIUE
or 04 nexalps 2015 roga Ne ®@CP 2009/05559

Ha menuuuHCcKoe U3nenue
Ha6op pearentoB «Macso umvepcuonsoe» no TY 9398-011- 29508133-2009

Hacrosmee perucTpanoHHOE yA0CTOBEPEHHE BBIIAHO
O6mecTBO ¢ OrpaHHYEHHOIT 0TBeTCTBEHHOCTLIO ""MunuMen'"
(00O "MuuunMen'), Poccus,

241520, Bpsinckas o61acTh, Bpsnckuii paiion, c. Cynoneso, ya. llocceiinas, a. 17A

[Ipoussoaurens

O6mecTBO ¢ OrpAaHHYEHHOM 0TBETCTBeHHOCTHIO '"MunuMen"
(000 "MuuunMen"), Poccus,
241520, Bpsinckasi o6;1acTh, Bpsinekuii paiion, ¢c. Cynouneso, ya. occeiinas, a. 17A

MecTo npou3BoACTBa MEIUIIMHCKOTO H3IEHs
241520, Bpsnckas o6aacte, bpsinckuii paiion, ¢. Cynoneso, yi. Hlocceiinas, . 17a/1

Howmep peructpanuonnoro gocse Ne P/1-9304/51845 ot 19.11.2015
By MEIHIIMHCKOTO H3IEIIHA -
Kilace noTeHIMaIbHOr0 pHCKa PHMEHEHHS MEAUIIMHCKOTO U3ACTHSA 1

Ko O61epoccriickoro KiaccupuxaTopa NpoayKIHMH JUIsi MEAMIMHCKOrO H3ae/us 93 9816[ <
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_ t..\z.ua | 240 Veclnr-Best Rew, 01 | s=orem ZAO “Vector-Best” Rev. 01
......... E/ETH .. ECDeclaration of conformiey | Passdets | W_ YBIE/SITA | Ecoctamonctommtomiey | magooci————1
CLARATION O Product name identification data | RrEF
.......... e Y7 Qo:mv >-_m_<_ . mqrhwm _.S _“oq ..nm.m:s_:m:o: o* _Es 3 .._mvma_m > O. owmm
: . - ~ “|EUSA kit for = quantitatve and qualitative |
s 2. fVectohep A-gG determination of 9G to hepatitis Avirus, D-0352
............ i qmn::.mBm:ﬁ of Annex | Directive wmnw\mo o« Mq Onﬁocmq 1998 :wmw_‘n_:m invitrodiagnostic 13, Vectohep ITV-igG- ELISA kit for detemmination of IgG 10 TT-virus D-0802
medical devices. 1 it for. de ination -of - itis - |
4; (00»03&ﬂ E-lgG mwhw}r; -G g.ﬁm»_oﬁ. Oﬂ _mm to _Jm_umnm_m m D-1056

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

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

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

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

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

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

23. | Echinococcus-1gG-EIA-BEST

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




VECTOR

ZA0 “Vector-Best” |

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