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EUROIMMUN AG

The company - Socially responsible enterprise - Global business
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The company

EUROIMMUN is one of the leading manufacturers of medical laboratory diagnostics worldwide and stands for
innovation. Over 2500 employees in 15 countries develop, produce and sell test systems for the diagnosis of
diseases, and software and automation solutions for the performance and evaluation of these assays. Laborato-
ries in over 150 countries use EUROIMMUN products for the diagnosis of autoimmune and infectious diseases
and allergies, and to perform genetic analyses. The company was founded 1987 from the University of Luebeck
(Schleswig-Holstein, Germany). As of December 2017, the US American company PerkinElmer, Inc. holds the
majority of the EUROIMMUN shares. PerkinElmer is an international leader in the area of medical and biotechnol-
ogy. The enterprise has its headquarters in Waltham, Massachusetts and has 11400 employees worldwide. With
innovative detection and imaging techniques and IT systems, it provides comprehensive expertise in diagnostics,
medical research and environmental and food analytics. PerkinElmer, Inc. is a component of the S&P 500 Index.

Among the initial pioneer achievements of EUROIMMUN was the development of the BIOCHIP (1983). Today, the
company has at its disposal virtually fully automated BIOCHIP fragmentation and production devices, which were
designed and produced in-house and are now in use worldwide.

Great expertise and ongoing training are essential for the use and distribution of the products. Every year, the
EUROIMMUN Academy receives almost 1000 customers from over 50 countries, providing training for customers,
field staff, and employees from all EUROIMMUN subsidiaries. Moreover, there are training laboratories in several
countries. The accredited Institute for Quality Assurance, an institution of the company, organises quality assess-
ment schemes and thus helps to maintain the high quality standard of external laboratories.

The Institute for Experimental Immunology, another EUROIMMUN institution, is dedicated to basic research. The
institute also cooperates with universities, clinics and renowned research institutions from all over the world.
These cooperations have resulted in a large number of diploma and doctoral theses. EUROIMMUN is ISO certified
(EN ISO 9001:2008, EN 1SO 13485:2012, ISO 13485/CMDCAS).

A large share of the company’s success can be attributed to the associated reference laboratory, which offers a
fast and differentiated diagnosis to the EUROIMMUN customers and clarifies several hundreds of patient samples
with difficult constellations every day.

EUROIMMUN meets its needs for qualified personnel not only through its presence at recruitment and trade fairs
and advertisements, but also through its own training program. Alongside the vocational school, the apprentices
and trainees are offered a comprehensive practical and theoretical program and intensive mentoring in the work
routine. At present, the company employs 94 trainees and more than 2800 persons worldwide. Women represent
nearly 60% of staff and thus the majority. 1169 employees have an academic background, 191 of them hold a
doctoral degree.
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1987 founded in Luebeck, Germany 7 offices in Germany
284 M  euros of annual Group turnover in 2017 14 subsidiaries in other countries
2800 employees worldwide 412 own/in-licensed IP rights
1169  university graduates in the ranking of the most innovative
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191 employees with doctoral degree 3 .sma and medium-sized enterprises
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Socially responsible enterprise

The atmosphere in the company is productive and characterised by openness and mutual respect. EUROIMMUN
offers unlimited employment contracts.

All employees can benefit from the company’s pension scheme, receive bonuses for excellent performance, and
have the possibility to participate in regular trainings. The company’s restaurant offers an excellent choice of food.
Day care and an after-school club is provided for the employees’ children.
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About

Future-oriented, secure jobs

‘1

International Scientific Successful
Distribution partners Research, international From creative ideas Continuous growth
in over 100 countries cooperations to innovative products (10 to 20% per year)

f
e = Nt
Cooperative friondly Social
Pleasant Flexible working times, Company pension scheme, First-class
working atmosphere all-day childcare attractive social benefits company restaurant

Joint recreational activities

p—

Motivated

Cultural
Company sports: volleyball, Combining forces to Concerts, exhibitions, All together —
soccer, fitness ... achieve things performances for the company
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Global business

EUROIMMUN subsidiary
O EUROIMMUN office
O Distributor

The main country to manufacture EUROIMMUN products is Germany. From there the products - reagents, auto-
. mated analysis systems and evaluation software — are delivered to over 150 countries worldwide. Other produc-
b atlON sites are Hangzhou/China, USA and Singapore. These subsidiaries produce EUROIMMUN products for their

L g_-..:f
thI r Tﬁfdi@jes are distribution companies, which also mostly have their own laboratories for training.

B
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EUROIMMUN Polska Sp. z.0.0.
Barbara tobos

ul. Widna 2a

50-543 Wroctaw

POLAND

Tel.: +48 71 3730808

Fax: +48 71 3730011
E-mail: b.lobos@euroimmun.pl

EUROIMMUN Italia s.r.I

Dr. Fabio Valenti

Corso Stati Uniti 4 — Scala F 35127
Padova

ITALY

Tel.: +39 049 7800178

Fax: +39 049 7808103

E-mail: euroimmun@euroimmun.it

EUROIMMUN Diagnostics Espaiia,
S.L.U.

Pedro Cayuela

Avda. Somosierra 22, Nave 17-A
28703 Madrid

SPAIN

Tel.:  +34 916591369

Fax: +34 916518226

E-mail: info@euroimmun.es

EUROIMMUN Portugal, Unipessoal
Lda

Emanuel Sa Miranda

Rua Sacadura Cabral, 9 A/B
2720-507 Amadora

PORTUGAL

Tel.:  +351 214996552

Fax: +351 214996559

E-mail: geral@euroimmun.pt

EUROIMMUN UK Ltd.

Dr. Daniel Agustus

Ashville House

131-139 The Broadway
Wimbledon

SW19 1QJ London

UNITED KINGDOM

Tel.: +44-20 85407058
E-mail: info@euroimmun.co.uk

EUROIMMUN Medical Diagnostics
(China) Co., Ltd.

Prof. Dr. Wang Jing & Li Chuan
Room 1908-1910,

Building No. 1,

No. 8 Beichen Dong Road,
Chaoyang District,

100101 Beijing, P.R.C.

CHINA

Tel.: +86 10 58045000

Fax: +86 10 58045001

E-mail: jing.wang@oumeng.com.cn

EUROIMMUN Med. Diagnostics
Canada Inc.

Dr. Donglai Ma

2566 Meadowpine Blvd.
Mississauga, ON

L5N 6P9

CANADA

Tel.: +1 905 542-8828

Fax: +1 905 542-8988
E-mail: d.ma@euroimmun.ca

EUROIMMUN (South East Asia)
Pte. Ltd.

Li Chuan

No.1 Changi Business Park
Avenue 1, #01-01/05

Singapore 486058

SINGAPORE

Tel.: +65 68050399

Fax: +65 65425648

E-mail: euroimmun@euroimmun.
com.sg

Ozmen Tibbi Laboratuar Teshisleri
A.S. EUROIMMUN TURKIYE
Kadriye Vogt & Peter Vogt

Sultan Selim Mahallesi

Lalegiil Sokak No: 10 NEF09 A Blok
Kat: 10 Daire 108-118

34415 Kagithane Istanbul

TURKEY

Tel.: +90 212 3258504

Fax: +90 212 3258506

E-mail: p.vogt@euroimmun.com.tr

About

EUROIMMUN US Inc.
Hamid Erfanian

1 Bloomfield Avenue
Mountain Lakes, NJ 07046

USA
Tel.: +1 8009132022
Fax: +1 9736561098

E-mail: info@euroimmun.us

EUROIMMUN Schweiz AG
Hansruedi Steffen
Hirschmattstr. 1

6003 Luzern

SWITZERLAND

Tel.: +41 41 3609000
Fax: +41 41 3609020
E-mail: mail@euroimmun.ch

EUROIMMUN Brasil Ltda.

Gustavo Janaudis

Alameda Terracota, 215 - Torre Uni-
on - 6°andar

Bairro Ceramica - Sao Caetano do
Sul/SP

09531-190

BRAZIL

Tel.: +55 11 2305-9770

E-mail: contato@euroimmun.com.br

EUROIMMUN South Africa Pty Ltd.
Claudia Ohst

5 Winton Close, Table View 7441
Cape Town

SOUTH AFRICA

Tel.: +27 21 5577666

Fax: +27 21 5577666

E-mail: c.ohst@euroimmun.co.za

EUROIMMUN France SAS

Claude Audiberti

Espace Villa Parc — L'Erable 1,
Avenue Marne et Gondoire

77600 Bussy-Saint-Martin

FRANCE

Tel.: +33 1 64616666

Fax: +33 1 64616220

E-mail: euroimmun@euroimmun.fr
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Patents

To ensure investment in research and development, the company pursued further patent activity with EUROIM-
MUN AG employees as inventors in 2017 and 2018. A total of 47 new patent applications was published. Com-
pared to the previous year, the number of patent applications again increased significantly.

For patents from previous years, the patent protection was maintained and expanded through follow-up applica-
tions in the respective priority year. The applications concern developments in instrument and process engineer-
ing as well as new antigens for the diagnosis of autoimmune diseases. The brand portfolio was expanded by one
national and one international brand application, respectively.
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Published Patent Applications 2017/2018

Buschtez M, Rottmann N, Kayser K. Tissue cassette. Chinese and European patent application CN106560409A (filed 2016) and EP 3150278 (filed 2015).
Kaffka C. Incubation tray. Singaporean patent application 11201708466V (filed 2015).
Kemsies D, Schroder D, Nevermann S. Incubation tray. Hong Kong patent application 1219307A (filed 2016).

Lambeau G, Tomas N, Seitz-Polski B, Stahl RAK. Methods and kits for monitoring membranous nephropathy. Chinese, Japanese and European patent application
CN106999547A (filed 2015), 2017-524130 (filed 2015) and EP3172567 (filed 2015).

Pannhoff H, Feirer C. Calibration standard for a device for image-based representation of biological material. Japanese and Brazilian patent application 2017-502280 (filed
2014) and BR112016013866-0 (filed 2014).

Scheper T, Meyer W. Diagnostic immunod ion of autoantibodies to gangliosides. European patent application EP 3124972 (filed 2015).

Scheper T, Meyer W, Schmidt L, Gottstein B, Spiliotis M. A novel assay for the diagnosis of helminth infections. European and Chinese patent application EP3156798
(filed 2015) and CN106596964A (filed 2016).

Steinhagen K, Deerberg A, Lattwein E, Radzimski C, Bothfiir J. An i y for the diagnosis of viral infections. International patent application W02017/144173 (filed
2017).
Steinhagen K, Deerberg A, Lattwein E, Radzimski C, Bothfiir J. An i y for the di is of viral infections. International patent application W02017/144174 (filed
2017).

Stdocker W. Improved apparatus and method for reaction between a solid and a liquid phase. Japanese and Hong Kong patent application 2017-500585A (filed 2014) and
1223152A (filed 2014).

Stocker W, Komorowski L, Scharf M, Miske R, Denno Y, Dettmann IM, Probst C, Hahn S, Kade S, Trendelenburg G. Diagnosis of a neuroautoimmune disease. Japanese
patent application 2017-223636 (filed 2016).

Stocker W, Kowtun A, Huth B, Koschinat L, Richter L. Method and apparatus for transferring liquids. Chinese and US patent application CN106457248A (filed 2015) and
US2017/0128945A1 (filed 2015).

Stocker W, Kowtun A, Huth B, Koschinat L, Richter L. Method and apparatus for transferring liquids. Chinese and US patent application CN106824312A (filed 2015) and
US2017/0176303A1 (filed 2016).

Stocker W, Kowtun A, Huth B, Koschinat L, Richter L. Method and apparatus for transferring liquids. European patent application EP 3160646 (filed 2015).

Stocker W, Teegen B, Jahnke A. A diagnostic coincubation assay. European, Chinese and US patent application EP 3260864 (filed 2017), CN107525919A (filed 2017) and
US2017/0370911 (filed 2017).

Suer W, Rohwer S, Denno Y. A novel macadamia allergen. Chinese, European, Singaporean, Taiwanese, Hong Kong and US patent application CN106995491A (filed 2016),
EP 3196209 (filed 2016), 10201609851R (filed 2016), TW 201726710 A (filed 2017), 1241893 (filed 2018) and US-2017-0209566-A1 (filed 2017).

Vanmechelen E, De Vos A, Engelborghs S, Peters O, Schipke C. A novel assay for the diagnosis of a neurological disease. International patent application W02017/190834
(filed 2017).

Harder M, Graser Y, Kupsch C, Cavalar M. Assay for the diagnosis of dermatophytosis. European patent application EP3382032 (filed 2017).
Harder M, Graser Y, Kupsch C, Cavalar M. Assay for the diagnosis of dermatophytosis. European patent application EP3382041 (filed 2018).

Kaffka C. Incubation tray. Chinese, Japanese, Brazilian, Hong Kong and US patent application CN107530704A (filed 2015), JP2018-513787 (filed 2015), BR112017019915-7
(filed 2015), 1242649A (filed 2018) and US-2018-0078941 (filed 2015).

Little M. Method and assay for diagnosing rapidly progressive gl ulonephritis in a subject. European patent application EP3283889 (filed 2016).

Probst C, Dahnrich C, Komorowski L. A method for the production of a polypeptide. European patent application EP3293520 (filed 2016).

Scheper T, Meyer W. Di tic immunod ion of autoantibodies to gangliosides. European patent application EP3318877 (filed 2015).

Suer W, Rohwer S, Brix B, Weimann A, Weimann Y, Klinge M. An improved assay for the diagnosis of peanut allergy. International, European, Chinese, Japanese and
US patent application W02018/149927 (filed 2018), EP3364193 (filed 2018), CN108427001A (filed 2017), 2018-132525 (filed 2018) and US-2018-0231567-A1 (filed 2018).
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Indirect immunofluorescence

EUROIMMUN IFT: unrivaliad quality and diversity
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EUROIMMUN IFT:
unrivalled quality and diversity

Immunofluorescence tests from EUROIMMUN: high-tech, not old-fashioned! Numerous innovations contribute to
the standardisation and modernisation of indirect immunofluorescence:

B Activation technique: Physically or chemically activated

cover glasses are coated with cultured cells or tissue sec- Tissue sections
tions. Frozen tissue sections are fixed to the glass surface by Em—— Antigen dots
covalent bonding. This increases the adhesion by more than

2SS S Cultured cells

100 fold, preventing detachment of the sections.
+ See==""___ Transf.
B

. . . — cells
B BIOCHIP Technology: Cover glasses coated with biologi- — i
e

cal substrates are cut mechanically into millimetre-sized T =
fragments (BIOCHIPs). Ten or more first-class preparations e a2
of consistent quality can be obtained per tissue section, for e N
cultured cell substrates even several thousands. + e N

e M o e e
B BIOCHIP Mosaics: When multiple BIOCHIPs coated with dif- o2 [ e Y s o i ) [ e m
ferent substrates are arranged in one reaction field, antibod- = B B B R |
ies against various organs or infectious agents can be inves- . E—
tigated simultaneously. Comprehensive antibody profiles can :lg
be easily established (multiplex) and the results are verified BIOCHIP Technology and Mosaics

reciprocally on different substrates.

B TITERPLANE Technique: The samples or reagents are first pipetted onto the reaction fields of a reagent tray.
The slides are then placed into recesses of the reagent tray, where all BIOCHIPs come into contact with the liquids,
and the individual reactions begin simultaneously. As the fluids are confined in a closed space, there is no need
for a conventional humidity chamber.

B Automation: EUROIMMUN offers a range of IFT automation options for both low and high throughput, from
sample dilution to fully automated evaluation of fluorescence images, including archiving.
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EUROIMMUN ELISA: c;Jantitative and precise
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EUROIMMUN ELISA:
quantitative and precise

When precision is needed: Antibody detection using ELISA provides quantitative results — ideally suited for moni-
toring disease courses and interpreting borderline results.

B Optimised for fully automated processing
B Simple handling:
Break-off microplate wells
Ready-to-use reagents (no mixing or diluting necessary)
Bar- and colour-coded reagents, largely exchangeable between different lots and between different parameters
Standardised incubation conditions for the majority of parameters

B RF absorbent included in sample buffer (IgM tests) — no extra costs

B Incubation protocols for all tests integrated in EUROIMMUN Analyzers:
no additional programming necessary

B Pre-preparation of microplates with allergy parameters (Allercoat™ 6 system)

B Comprehensive validation of test systems for EUROIMMUN Analyzers
in accordance with directive 98/79/EC and on the basis of ENISO 13485:2003

B Detailed validation documents available for virtually all parameters
B Over 800 parameters - all test systems from one manufacturer:
>70 autoantibody parameters

>120 infectious parameters
>650 allergy parameters
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EUROIMMUN ChLIA: Random access with
chemiluminescence immunoassays

Immunoassays for autoimmune, infection and allergy diagnostics and antigen detection

B Bead technology: Antigens are immobilised on the surface of magnetic particles. The detection of the immuno-
logical reaction between antigen and specific antibodies in patient serum is based on a chemical reaction which
leads to a quantitative emission of light, the so-called chemiluminescence.

M Fast analyses: The ChLIA technology allows even shorter reaction times compared to immunoenzymatic
methods, so that the total duration of the analysis amounts to less than 30 minutes.

B Optimised for fully automated processing: The patient samples can be processed fully automatically, from
pipetting to result evaluation - also in connection with a sample line.

M Simple and safe handling: Ready-for-use reagent cartridges and calibrators and automated transmission of
quality control data via RFID chips enable error-free and quick loading with little manual effort.

B Efficient workflows: Optimal processing on random access instruments, with continuous loading of samples
and processing of emergency (STAT) samples. EUROIMMUN ChLIA tests enable quantification of test results
based on a calibration curve which is stable over several weeks, so that capacities and reagents are saved.

B Broad dynamic analysis range: Owing to the high signal intensity at high sensitivity and specificity, the

EUROIMMUN ChLIA tests allow quantification of antibodies from very low to very high concentrations based on
the saved calibration curve.
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Line blots in chip format

Easy handling through incubation using the TITERPLANE Technique, reliable and simple evaluation:
B Several patient samples can be analysed next to each other and simultaneously on one slide.

B Quick results: The total time for analysis is 100 minutes. During washing the reagents are pipetted onto the
reagent tray for the next incubation step. All incubation steps are carried out at room temperature. Shaking of the
slides and reagent tray on a rotary shaker provides optimal sensitivity.

B Low consumption of reagents: 50 ul of diluted serum or reagent solution per application is sufficient.

B At a glance: Results are evaluated visually, thus there are no investment costs for photometers or similar de-
vices. The antigen lines are located at precisely defined positions. Correct performance of the individual incuba-
tion steps is indicated by staining of the control band. Positive

and negative results can be distinguished from each other

reliably and easily. The intensity of bands generally correlates ot

with the antibody titer.

nRNP/Sm ———p» ~¢—— Scl-70
B Monospecific: The antigens used are purified antigens Sm > . Joi
which are mostly isolated by affinity chromatography. The
membrane strips do not contain any superfluous proteins that SS-A ——>-
might lead to unspecific positive results. SS-B — b jmunny Eon;rOI
an

M Archivable: Incubated EUROASSAY slides can be stored
for long periods, with easy documentation of results.
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Line blots for comprevhensive antibody profiles
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Multiparameter line blots
for comprehensive antibody profiles

Uncomplicated test performance, reliable and simple evaluation:
M Quick: The total time for analysis is 105 minutes. All incubation steps are carried out at room temperature.
B Automatable incubation: with EUROBIlotOne or EUROBIlotMaster.

M Secure: The antigen lines are located at precisely defined positions. Correct performance of the individual in-
cubation steps is indicated by staining of the control band contained on each EUROLINE test strip. Positive and
negative results can be distinguished from each other reliably and easily. The intensity of bands correlates with
the antibody titer.

B Monospecific: The antigens used are purified antigens, mostly isolated by affinity chromatography, or antigen
extracts. The membrane strips do not contain superfluous proteins that may lead to unspecific positive results.

B Multiparameter analysis: The use of an antigen spectrum that is specifically tailored to the diagnostic require-
ments increases the serological detection rate.

B Evaluation: The EUROLineScan program developed by EUROIMMUN allows standardised evaluation of
EUROLINE test strips, easy data management and detailed documentation of results. First, the incubated EURO-
LINE test strips are scanned by a flatbed scanner or photographed by a camera system. EUROLineScan recog-
nises the position of the strips, even if they have been placed inexactly, identifies the bands, and measures their
intensity. Finally, the results are saved together with the image data and a separate results sheet can be issued
for each patient. EUROLineScan can be integrated easily into EUROLabOffice or any other LIMS for optimal data
communication.
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Reliable differentiatvion with Westernblots
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Reliable differentiation with Westernblots

High diagnostic value:
M Quick: Total time for analysis is around 115 minutes. All incubation steps are carried out at room temperature.
B Automatable incubation: with EUROBIlotOne or EUROBIlotMaster.

B Precise evaluation: The bands are identified by means of a lot-specific evaluation template provided with each
test kit. Each electrophoresis gel has a unique lot number. Thus, mix-up between bands is prevented.

M Secure: Each test kit comes with a positive blot strip from the same strip lot, which has been incubated with a
reference serum. The incubation of a positive control serum can thus be omitted. The blot strips are numbered to
avoid mix-ups. No extra labelling is needed. Correct performance of the individual incubation steps is indicated
by staining of a control band on the lower end of the strip.

B Qualitative: Positive und negative reactions can be distinguished from each other reliably and easily. The in-
tensity of the bands generally correlates with the antibody titer.

B Method of choice: in cases in which positive results from a screening test (indirect immunofluorescence or
microplate ELISA) need confirmation or differentiation.

B EUROLINE-WB is a combination of Westernblot and line blot: Proteins from a whole-antigen extract are
separated by gel electrophoresis according to molecular mass and transferred onto a nitrocellulose membrane
(Westernblot). Highly purified native or recombinant antigens are then applied as lines to the Westernblot strips
(EUROLINE membrane chips).

B Evaluation: The EUROLineScan program developed by EUROIMMUN allows standardised evaluation of
Westernblot-based test strips, easy data management and detailed documentation of results. First, the incubated
Westernblot and EUROLINE-WB test strips are scanned by a flatbed scanner or photographed by a camera sys-
tem. EUROLineScan recognises the position of the strips, even if they have been placed inexactly, identifies the
bands, and measures their intensity. Finally, the results are saved together with the image data and a separate
results sheet can be issued for each patient. EUROLineScan can be integrated easily in EUROLabOffice or any
other LIMS for optimal data communication.
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Molecular diagnosﬁcs with EUROArrays
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Molecular genetic diagnostics with
EUROArrays

Simple test performance, correct results:

B EUROArrays are based on BIOCHIP technology: Quality-controlled batch production of EUROArrays guarantees
faultless arrays for exact and reliable diagnostics.

B DNA isolation — quicker using the direct method: Genomic DNA can be extracted with the direct method in a
very time- and cost-saving manner. The sample is simply mixed with two extraction reagents provided in the test
kit and can then be used directly in the PCR.

B Ready-for-use PCR components: All required reagents are contained in the test kit. No extra components must
be purchased. The minimised number of pipetting steps allows quick, efficient and error-free test performance.

B EUROArray hybridisation - simple and robust: The established TITERPLANE Technique allows standardised
and simple hybridisation of PCR products with the EUROArray.

B Fully automated, standardised evaluation, generation of results and archiving: Incubated EUROArrays can be
automatically evaluated in a very short time using the EUROArrayScan evaluation system. Only around 5 seconds
are required per sample. The evaluation is standardised and correct — results are not dependent on subjective
interpretation.

B Integrated controls ensure correct test performance: Many integrated controls ensure the correct test perfor-
mance for each individual analysis and help to monitor e.g. the sample quality, the rigour of the hybridisation
reaction and the absence of cross contamination.

B Complete process validated in accordance with IVD directive and CE label: From sample preparation to issue-
ing of results — DNA extraction, test reagents, EUROArrays, EUROArrayScan evaluation system - the complete

process, including evaluation, is validated.

B One platform for all applications: Single-parameter, low-multiplex and high-multiplex analyses are reliable and
precise with the EUROArray system.

M LIMS connection available: The EUROArrayScan software is equipped for simple import and export of data and
test results.

30


http://s.ei-ag.de/?10eVG2
http://www.euroimmun.com/

EUROIMMUN i eetive T T oS

a PerkinElmer company AG

c
S8
S o
o
£3
S E

] DNA sample

PCR (polymerase
chain reaction)

c«,%
— ___.:.-:ff;-._.-é.___ - DNA microarray
TEEEET 7 hybridisation

‘ o

Fully automated
evaluation

EUROArrayScanner

31



EUROIMMUN i eetive T T

a PerkinElmer company AG

EURORealTime

EUROIMMUN's expert solution for real-time PCR diagnostics

BU
23
78
@S

[Elz3®[@] For more information on this subject scan
the QR code or enter the Quick Link code
= e at www.euroimmun.com

EUROIMMUN's expert solution for
real-time PCR diagnostics

Simple performance and evaluation with highest result reliability

B Fully automated, standardised evaluation, reporting and documentation: The EURORealTime Analysis Soft-
ware provides fast, fully automated and objective evaluation of all raw data, including all internal and external
controls. Subjective definitions of cut-offs or calculations for the quantification of pathogens are not required.

B Convenient guidance through the entire procedure: Pipetting schemes which are automatically generated by
the EURORealTime Analysis Software help to prevent mistakes.

B Specific detection of infectious pathogens by Real-Time PCR: Pathogen-specific primers and probes guarantee
exact and reliable direct detection of infectious pathogens based on their gene sequence (DNA/RNA). In addition
to the purely qualitative determination, also pathogen quantification in the raw material is possible in selected
parameters.

B Complete determination in one reaction vessel also for RNA viruses: With viruses with RNA genome, the re-
quired reverse transcription and the real-time PCR detection take place in the same preparation.

B Minimised number of pipetting steps owing to ready-for-use PCR components: All required reagents are in-
cluded, no extra components must be purchased.

H Integrated controls ensure the reliability of the results: Inhibition and extraction controls to check the efficiency
of the nucleic acid isolation and PCR in every preparation and external positive and negative controls to confirm

the validity of the entire run.

B Complete procedure validated according to IVD directive, CE-labelled: All steps of the procedure and evaluati-
on are validated (test reagents, EURORealTime Analysis Software).

B Prepared LIMS connectivity: The EURORealTime Analysis Software is set up for simple import and export of
data and test results.
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EUROIMMUN RIA: hivgh-performance classic
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EUROIMMUN RIA:
high-performance classic

Radioimmunoassays (RIA/IRMA) from EUROIMMUN are robust and reliable:

M Fast, simplified test performance with short incubation times, few wash steps and mostly ready-for-use
reagents.

B Highly specific through use of optimal antigens and highly suited, established antibodies.

B Secure quality management through supplied controls (including kit-specific reference range) for evaluation
of the test.

B Large measurement ranges with very good calibration reduces the need for repeat measurements with other
sample dilutions and increases result retrieval.

B Comprehensive range of separation methods: coated tubes (CT), precipitation (P), magnetic separation (MS),
polyethylene glycol precipitation (PEG).

B Excellent correlation with comparable test systems using the same analytical specifications.
M Financially attractive: Optimised cost-performance ratio through adaptation to requirements.

B Connection of the gamma counter to the laboratory management system EUROLabOfffice simplifies the daily
laboratory routine:

— Comprehensive data processing and communication with practice software
— Creation of all work protocols with a mouse click

- Use of automated protocols

- Simple generation and archiving of result reports
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Indirect immunofluorescence

MERGITE! - Sprinter - EUROLabWorkstation IFA - EUROStar - EUROPattern Live Microscope - EUROPattern

[m35[E]  For more information on this subject scan
i - the QR code or enter the Quick Link code
= % at www.euroimmun.com

MERGITE!

MERGITE! enables, for the first time, standardised and fully automated washing of IIFT slides. The compact table-
top device utilises a directed but gentle liquid flow, which washes up to 50 substrate fields in about 40 seconds
with consistent quality and without damage to the substrates. The use of carriers allows convenient switching
between incubation and wash stations with just one hand maneuver and without the slides drying out. MERGITE!
is equipped with an integrated touch screen and does not require an additional PC.

M No risk of cross contamination between substrate fields due to field-by- Stide

field washing with directed and controlled liquid flows

Substrate field

\ Directed liquid flow
(wash buffer)

B Brilliant fluorescence signals due to the standardised, gentle MERGITE! Waste

washing procedure

B Easy and efficient handling of slides, reagent racks and cover glasses |
through use of carriers

F_!IROIMMHN MERGITF! - -
B Reduction of required working steps — no beakers, cuvettes and drying ’*,»,: ,.,l_ ,',:\—" '.:f \;ft

of slides required ;-

B High efficiency through simultaneous washing of 50 substrate fields in
only about 40 seconds

B Compact tabletop device with integrated touch screen

B Convenient operation and minimal familiarisation time due to intuitive
and user-friendly interface

Maintenance

38


http://s.ei-ag.de/?1dOYq4
http://www.euroimmun.com/

EUROIMMUN i eetive T T oS

a PerkinElmer company AG

Device Description Order number
MERGITE! 10 For b5 slides each with 10 application areas YG 0064-0101-1
MERGITE! 50 For 1 slide with 50 application areas YG 0064-0101-2

39

Automation




EUROIMMUN i eetive T T

a PerkinElmer company AG

uopewoINy

Indirect immunofluorescence

MERGITE! - Spri;ter - EUROLabWorkstation IFA - EUROStar - EUROPattern Live Microscope - EUROPattern

[W3ci[m]  For more information on this subject scan
i = the QR code or enter the Quick Link code
=] [eZNy at www.euroimmun.com

Sprinter

With the IF Sprinter and the Sprinter XL, EUROIMMUN offers flexible solutions for fully automated processing
of immunofluorescence tests. The devices perform identification, dilution and transfer of samples, as well as all
washing and incubation steps.

Both instruments are available in different configurations depending on the requirements of the laboratory. They
can also be used as combination devices for additional processing of ELISAs. The IF Sprinter is suitable for small
and medium-sized laboratories, the Sprinter XL for large laboratories.

B Flexible systems for fully automated processing of ELISA and immunofluorescence tests on one device

H Reliability and traceability due to standard integrated barcode reader for sample identification and the fully
automated identification of slides via matrix codes (optional)

B Efficient pipetting without carryover using one (IF Sprinter) or four (Sprinter XL) washable pipetting needles

B Simplification of work processes in routine laboratories due to user-friendly data communication with an LIS
or EUROLabOffice

B Variable instrument configuration for different laboratory requirements with up to 96, 160 or 240 samples and
up to 30 slides or six microplates (Sprinter XL), or 15 slides or two microplates (IF Sprinter) in one run
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Device

IF Sprinter IFT

IF Sprinter IFT/ELISA

Sprinter XL 160 IFT

Sprinter XL 160 IFT/ELISA

Sprinter XL 240 IFT

Sprinter XL 240 IFT/ELISA

Description

IFT automation for up to 96 samples, up to 15
slides

IFT/ELISA automation for up to 96 samples, up to
15 slides/2 microplates

IFT automation for up to 160 samples, up to 30
slides, 4 washable needles

IFT/ELISA automation for up to 160 samples, up to
30 slides/6 microplates, 4 washable needles,
with incubator

IFT automation for up to 240 samples, up to 30
slides, 4 washable needles

IFT/ELISA automation for up to 240 samples, up to
30 slides/6 microplates, 4 washable needles,
with incubator

Order number

YG 0032-0101

YG 0032-0101-3

YG 0033-0101-5

YG 0033-0101-3

YG 0033-0101-25

YG 0033-0101-23

41

Automation




EUROIMMUN i eetive T T

a PerkinElmer company AG

uopewoINy

Indirect immunofluorescence

MERGITE! - Sprinter - EUROLabWo?kstation IFA - EUROStar - EUROPattern Live Microscope - EUROPattern

For more information on this subject scan
the QR code or enter the Quick Link code
kYl at www.euroimmun.com

EUROLabWorkstation IFA

The EUROLabWorkstation IFA heralds a new era in lIFT automation. With this new development EUROIMMUN
enables fully automated and standardised processing with highest capacity and highest efficiency for laboratories
with high sample throughput. Up to 750 substrate fields and more than 700 samples can be analysed at high
throughput with just one worklist. The system was developed by EUROIMMUN with a focus on data integrity and
minimisation of manual processes. The established TITERPLANE Technique is complemented by the newly devel-
oped MERGITE! technology for washing of slides. This ensures brilliant fluorescence signals without background
for the automatically mounted slides.

The software can be operated comfortably and intuitively via a touch screen and guides the user through the en-
tire process. Complete traceability is guaranteed at all times, since the matrix codes of the slides and the barcodes
of samples, reagents and accessories are automatically detected in each step of the process.

B Fully automated processing of EUROIMMUN immunofluorescence tests from primary sample to mounted slide

B Highest capacity of up to 750 substrate fields and more than 700 samples in a single worklist

B Highest efficiency due to 10 washable pipetting needles and complementary accessories, as well as separation
of pipetting and transport steps for flexible time management

B Flexible workflows owing to freely selectable loading of the 45 tracks with samples, reagents and dilution
plates

B Brilliant fluorescence signals with the unique MERGITE! washing technology - each substrate field
is washed without the risk of cross contamination using directed liquid flow in a standardised and
gentle procedure

U

i

D P e e e ———
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Device Description Order number
Fully automated IIFT processing from primary

EUROLabWorkstation IFA sample to mounted slide for up to 750 substrate YG 0852-0101
fields and more than 700 samples
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Indirect immunofluorescence

MERGITE! - Sprinter - EUROLabWorkstation IFA - EUROStar - EUROPattern Live Microscope - EUROPattern

E‘ E For more information on this subject scan
- % the QR code or enter the Quick Link code
[m]

e[ at www.euroimmun.com

EUROStar lll Plus

The LED fluorescence microscope EUROStar Il Plus has been precisely tailored to the requirements of indirect
immunofluorescence — superfluous, and in some cases expensive components have been intentionally dispensed
with. A camera can be attached directly to the integrated photo tube for capturing digital images. Switching
between the ocular and the camera is no longer necessary owing to the convenient 50/50 beam splitter.
EUROIMMUN also offers the highly functional EUROPicture software for displaying and handling of the digital
images. In addition, the optional immunofluorescence positioning system (IF-PS) excludes positioning errors with
manual entry of microscopy results. The EUROStar Il Plus includes a halogen lamp as standard equipment for
normal transmitted light microscopy in bright and dark field and can be upgraded for phase contrast work.

B Constant fluorescence excitation due to regulated LED for reliable and reproducible results

B Long life span of over 50,000 hours, low current consumption and full light intensity immediately after being
switched on

M Environmentally friendly without mercury
B cLED available as separate module for equipping various other microscopes
B Screen diagnostics and digital image acquisition using optional camera with EUROPicture software

M 50/50 beam splitter for microscopy without switching between the ocular and the optional camera
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Device

EUROStar Ill Plus

IF-PS for EUROStar Il Plus

EUROIMMUN cLED

Description

Fluorescence LED microscope with constant, con-
trolled light intensity, convenient 50/50 beam split-
ter, transmitted light microscopy, optional cam-
era and image recording software EUROPicture,
optional dark field and phase contrast

Immunofluorescence positioning system for
EUROStar lll Plus, as a module of EUROLabOffice
for the exact, automated allocation of an entered
result to a patient

Fluorescence LED light source with constant,
controlled light intensity, suitable for most Zeiss
microscopes with an HBO fixture

Order number

YG 0306-0101-3

YG 0341-0101-001

YG 0331-0101
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Indirect immunofluorescence

MERGITE! - Sprinter - EUROLabWorkstation IFA - EUROStar - EUROPattern Live Microscope - EUROPattern

For more information on this subject scan
the QR code or enter the Quick Link code
ekl at www.euroimmun.com

EUROPattern Live Microscope

The EUROPattern Live Microscope is a computer-aided immunofluorescence system which enables highest speed
and convenient result reporting in the diagnostic laboratory. The connection to EUROLabOffice 4.0
supports paper-free management and standardised evaluation of immunofluorescence images directly at the
computer screen. The intuitive touchscreen user interface allows the user to directly zoom in on the image or to
change the position during live microscopy. Moreover, it is possible for several users to view the images
simultaneously at the screen — no discussion bridge is required.

Up to b slides are loaded into the microscope at once. Using the 20x objective, a high-resolution camera and
high-quality optic components, a large number of substrates can be automatically viewed at the microscope, e.g.
tissues, HEp-2 cells, Crithidia, granulocytes and antigen-expressing cells. Focusing is performed fully automati-
cally by a new, patent-pending laser focusing technology. A self-regulating long-life LED as excitation source and
the automated microscope calibration based on an integrated fluorescence standard ensure consistent immuno-
fluorescence signal intensity.

Owing to its compact design and the opaque housing, the EUROPattern Live Microscope can be used in any
room and independently of the light conditions.

B Live microscopy and a modern on-screen reporting system — the darkroom is now obsolete

H Reliability and traceability owing to automatic identification of slides via matrix codes

B Multi-touch navigation and zoom at the computer screen, for convenient microscopy

B Intuitive and error-free entry of results directly in the software

B Team microscopy without the need for a discussion bridge

B Ultra-fast focusing due to a patent-pending laser technology
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Device / software Description Order number
EUROPattern Live Fast, automated live microsco ith LIS
. . » e lteeelzl) Ul YG 0371-0101
Microscope connection and convenient result output

*) Under development. Please contact EUROIMMUN for further information.
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Indirect immunofluorescence

MERGITE! - Sprinter - EUROLabWorkstation IFA - EUROStar - EUROPattern Live Microscope - EUROPattern

E E For more information on this subject scan
E % the QR code or enter the Quick Link code
[m] gt EIPE] at www.euroimmun.com

EUROPattern

The EUROPattern Suite automates immunofluorescence microscopy (slide transport, image recording and
archiving and interpretation of the immunofluorescence images), providing support and improvement in
diagnostic result reporting. As a module of the laboratory management software EUROLabOffice, EUROPattern can be
flexibly integrated into any laboratory environment. The high speed of the system and the minimisation of manual
handling enable EUROPattern to be employed for standardised IIFT diagnostics even at the highest of throughput
requirements.

The EUROPattern Suite consists of a fully automated microscope with a slide magazine (500 substrate fields
per loading) together with sophisticated pattern recognition software, which not only provides classification in
terms of “positive” and “negative” for many substrates, but also reliably recognises the different ANA and ANCA

patterns.

B Automated microscopy and a modern reporting system at the screen for a multitude of EUROIMMUN IIFT
products — the darkroom is now obsolete

l Pattern recognition and titer determination for ANA and ANCA (including mixed patterns), Crithidia and
recombinant cells

B Long walk-away time due to high loading capacity and automated processing of up to 500 positions in one run

B High-throughput immunofluorescence microscopy — over 250 fluorescence images can be recorded and auto-
matically evaluated in just one hour

B Reliability and traceability due to automatic identification of slides via matrix codes
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Device / software

EUROPattern

EUROPattern

EUROPattern

Description

Complete system for computer-aided immuno-
fluorescence microscopy (CAIFM); fast automated

microscopy, image acquisition and pattern recogni-

tion incl. mixed patterns and corresponding titers;
data management and communication with LIS
and devices via EUROLabOffice

Automation

Order number

YG 0075-0101-1
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Microtiter ELISA

EUROIMMUNTL\naIyzer - EUROLabWorkstation ELISA

E"‘l For more information on this subject scan
- % the QR code or enter the Quick Link code
[m] SEEE at www.euroimmun.com

EUROIMMUN Analyzer

The EUROIMMUN Analyzer | and EUROIMMUN Analyzer I-2P are systems for fully automated ELISA
processing and ensure an optimal routine operation. The combination of EUROIMMUN ELISAs and
EUROIMMUN Analyzer enables a quick and simple, but also a secure start of the worklist, owing to the
automatic recognition and allocation of reagents. A further quality feature is the optionally available climate
control unit, which ensures constant incubation conditions — regardless of fluctuating or excessively high labora-
tory temperatures. The EUROIMMUN Analyzer I-2P is designed for small to medium sample throughput and the
EUROIMMUN Analyzer | for medium to high sample throughput.

M Fully automated ELISA processing for various sample volumes with minimal manual handling

B Open system with more than 800 validated EUROIMMUN parameters for autoimmune, infection and allergy
diagnostics

B High reliability and traceability due to automatic identification of barcodes of patient samples and ready-to-use
reagents

B Fast processing of up to 70 tests per hour and up to 7 plates and 180 samples per run on the EUROIMMUN
Analyzer |; and up to 50 tests per hour and up to 3 plates and 144 samples per run on the EUROIMMUN Analyzer I-2P

B Convenient operation of the software including scanning of QC certificates using a 2D-hand barcode scanner
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Device Description Order number

Fully automated ELISA processing for up to VG 0015-0101

EUROIMMUN Analyzer I-2P .
3 microplates

Fully automated ELISA processing for up to VG 0014-0101

EUROIMMUN Analyzer | .
7 microplates

51

Automation




EUROIMMUN i eetive T T

a PerkinElmer company AG

uopewoINy

Microtiter ELISA

EUROIMMUN Analyzer - EUROLabWorkstation ELISA

E For more information on this subject scan
B = the QR code or enter the Quick Link code
[m] P SEE] at www.euroimmun.com

EUROLabWorkstation ELISA

The EUROLabWorkstation ELISA is a fully automated complete solution for processing ELISA kits in laboratories
with high sample throughput. The system was developed by EUROIMMUN with a focus on efficiency and flex-
ibility, in order to accommodate the ever increasing sample numbers and changing dynamics in the routine
laboratory.

Ten washable needles, complementary accessories and a separate robotic arm for handling the microplates
enable unparalleled sample throughput. State-of-the-art, intuitive software guides the user graphically through
all work steps.

B Fully automated processing of ELISA from primary sample to result

B Highest capacity of up to 15 microplates and up to 700 samples in a single worklist

B Highest throughput of up to 200 tests per hour due to fast pipetting of samples and reagents using 10 pipetting
channels and efficient processing of microplates

M Flexible open system for ELISA tests from different manufacturers

B Minimal hands-on time and high integrity of results due to use of bar/matrix codes to identify samples,
reagents and accessories
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Device Description Order number

Fully automated ELISA processing for up to

EUROLabWorkstation ELISA 700 samples and up to 15 microplates

YG 0851-0101
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Chemiluminescence

RA Analvyzer 10

[Elz3®[@] For more information on this subject scan
2 the QR code or enter the Quick Link code
= k¥ at www.euroimmun.com

RA Analyzer 10

The EUROIMMUN random access instrument RA Analyzer 10 offers a compact automation solution for autoim-
mune and infection parameters as well as antigen detection on the basis of chemiluminescence assays (ChLIA).

The test- and lot-specific information, including stored standard curves, are imported into the database by means
of an RFID code on the reagent cartridge. This enables error-free and convenient loading as well as efficient and
secure evaluation of tests. The system status can be viewed at any time in the intuitive, user-friendly software.
The continuous loading of samples — also as part of a testing line — allows every patient sample to be processed
with miminal effort and short reaction times as a single determination. In addition, the preferred processing of
emergency (STAT) samples gives laboratories with different requirements and sample volumes unparalleled
flexibility in their laboratory routine.

B Random access instrument for batch, continuous and STAT loading

B Miminal calibration requirement owing to stored master curves

B Connection to a testing line possible

B Autoimmune and infection parameters and antigen detection on one instrument

M Short reaction times with EUROIMMUN tests for fast and reliable results in just 25 minutes

M High throughput of up to 85 samples per hour

B Convenient and reliable operation due to barcode recognition of samples and RFID codes on the reagent
cartridges
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Device Description Order number

Random access instrument for autoimmune and
infection parameters as well as antigen ion

RA Analyzer 10 ot as well as antigen detectio
on the basis of chemiluminescence assays (ChLIA),
connection to a sample line possible.

YG 0710-0101
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Immunoblots

EUROBI(;Master - EUROLineScan - EUROBIlotOne

Eﬁrﬁm For more information on this subject scan
7 = the QR code or enter the Quick Link code
=] e[hls at www.euroimmun.com

EUROBIlotMaster

The EUROBIlotMaster and the EUROBIlotMaster 44 are compact tabletop devices for processing EUROIMMUN blot
strips (EUROLINE, EUROLINE-WB, Westernblot). Following the software-guided loading of reagents, blot strips
and samples, the devices perform all incubation and wash steps of the work protocol, as well as the dispensing
of buffers, conjugates and substrate and stop solutions. Different conjugates and tests for autoimmune, infection
and allergy diagnostics can be combined in one run. EUROBIotMaster devices have an integrated display with a
membrane keyboard and do not require an additional PC. They are convenient and simple to operate using six
keys and require minimal daily maintenance of five minutes at most.

B Flexible automation for all EUROIMMUN blot strips (EUROLINE, EUROLINE-WB, Westernblot)

B Standardised processing for better precision and reproducibility

B Combination of autoimmune, infection and allergy diagnostics on one device

B Two models available: up to 30 or up to 44 strips per run

B Easy operation using menu navigation on the integrated display

B Combination of different conjugates/tests in one run

B Compact tabletop device with low space requirement
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Device Description Order number
EUROBIotMaster Blc?t processor for up to 30 EUROIMMUN blot YG 0151-0101
strips
EUROBIotMaster 44 S:g;:rocessor for up to 44 EUROIMMUN blot YG 0151-0101-1
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Immunoblots

EUROBIlotMaster - EUROLi;eScan - EUROBIotOne
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[W3c=[m] For more information on this subject scan
P = the QR code or enter the Quick Link code
= SI¥F] at www.euroimmun.com

EUROLineScan

The EUROLineScan software performs fully automated, quantitative evaluation of EUROIMMUN blot strips, and
administration and electronic archiving of the individual data. Moreover, EUROLineScan simplifies the incubation
procedure by producing clearly laid out work protocols — also when connected to a laboratory information system
(LIS) or EUROLabOffice.

The incubated strips or slides are scanned onto a work protocol using a flatbed scanner (EUROBIotScanner), or
by means of a camera system (EUROBLineCamera) while still in the incubation tray. EUROLineScan automati-
cally recognises the position of the strips, identifies the bands and measures their intensity. The user can view
the results and images of the strips in an overview and in a detailed individual view in order to verify the sug-
gested results. The results are then saved automatically together with the image data. In this way, it is no longer
necessary to archive the incubated (and potentially infectious) strips.

B Automated evaluation system for all

EUROIMMUN blot strips (EUROLINE, EURO-

LINE-WB, Westernblot) for autoimmune, ‘H \ ‘ | ‘ |
|

infection and allergy diagnostics - also
Immunoblot-PreQ

Intensitat o (¥, +

VISE
. .. . D83 +
M Electronic archiving of all images and 59 Brp A .
PP p31.0sp A +
data - it is no longer necessary to store the 30 :‘
p25,0SP C

incubated blot strips 2t

30
25, +
21 +

pi9 +
17 +

Anl o

pi7
egebalken

B Secure and convenient data communica-
tion via connection to an LIS or EUROLab-

Office —

pok
Borrelia oG

B Individual configuration options for selec-
tion windows and print layouts

04110221
Borrelialge

04110229
[Borrein lg>

MEET

B Data security due to personalised user
management

poko
[Borreti g

=m
F=m
=m
010279 =
=0
(=

| 041102-29
2 PETmEE s | [Borreia gt

M Additional quality control through EURO-
LINE validation strips
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Device / software Description Order number

Fully automated identification, quantification,
EUROLineScan evaluation and archiving of incubated blot strips, YG 0006-0101
support for protocol generation

EUROBIotScanner Fast digitisation using flatbed scanner YG 0102-0101

Fast drying of blot strips and digitisation directly in
the incubation tray

EUROLineCamera* YG 0104-0101

*) Under development. Please contact EUROIMMUN for further information.
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Immunoblots

EUROBIlotMaster - EUROLineScan - EUROIﬁotOne

[W3c4@]  For more information on this subject scan
5 = the QR code or enter the Quick Link code
[=]! C[hl§ at www.euroimmun.com

EUROBIlotOne

The EUROBIotOne is a compact tabletop device for complete processing of immunoblots. Following the fast and
convenient software-guided loading, the system performs the identification and dilution of samples as well as all
incubation and wash steps. Eight reagent channels allow the combination of tests from the areas of autoimmune
and infection diagnostics in one run. The incubated strips are then automatically dried, photographed and evalu-
ated using the EUROLineScan software. The test requests or results can be communicated bidirectionally with an
LIS or EUROLabOffice.

B Fully automated system for the processing of up to 44 immunoblots in one run — from sample identification
to the final result

B Integrated drying unit for fast evaluation of strips and high reproducibility of results
B Highest security through automatic barcode identification of samples

M Flexible combination of autoimmune and infection parameters in one run and autoimmune, infection and
allergy diagnostics on one device

M Intuitive software for secure and convenient operation

B Reliable automated evaluation of blot strips with EUROLineScan software

V)
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Device Description Order number
Fully automated blot processing, up to 44 samples/
EUROBIotOne strips for autoimmune, infection and allergy YG 0153-0101

parameters
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EUROArray

EUROArr;yScanner

For more information on this subject scan
the QR code or enter the Quick Link code
e[kF! at www.euroimmun.com

EUROArrayScanner

EUROArrays after hybridisation are read in the EUROArrayScanner. The EUROArrayScan software automatically
recognises the position of the arrays and quantifies the spot signals for each DNA probe. In just a few seconds,
the software calculates the test results from the signal intensity for all samples and documents the findings. The
extensive, integrated controls are automatically taken into account in the process. Manual evaluation and inter-
pretation of the signals is not necessary. The EUROArrayScan software produces a clearly laid out work protocol
for every run, which helps to make processing of the samples simple and secure.

With the report output, the user has the possibility to obtain an overview of the results for all samples and/or a
detailed individual report with all partial results together with the associated array image in order to verify the
suggested findings. Furthermore, the user can add individual comments. The results are automatically saved
together with the image data, therefore archiving of the incubated microarrays can be dispensed with. It is pos-
sible to interface the EUROArrayScan software with EUROLabOffice or an existing LIS.

M Analysis and evaluation system for molecular diag-

1 Patienten ID : 0 Test: HLA-DQ2/DQ8
n OStI CSs Ergebnis vom 09.07.2013 Protokoll : 130528DK_Z6_DemoOT
Charge : 12100348 Druckdatum 26.08.2013 10:18:01
Patientenname : 0
B Fully automatic evaluation, result output and data e Koo
hivi EUROIMMUN  gbordisancaiiva e w mit der EURDAmrayScan-Software
archivin g Teilergebnis. Ergebnis OTTFedDChi T
Kreuz-Kontaminationskontrolle valide
Hybridisierungs-Speziftatskontrolle | valide
- - . Positivkontrolle | valide
B Rapid evaluation using a fluorescence scanner — one T
. . a-subunit HLA-DQ2 2 positiv .
slide in less than 20 seconds b FLADGZ5 ety
a-subunit HLA-DQ8 negativ
G-subunit HLA-DG2 2D02 5 positiv R e . o
. i -subunit HLA-DQS negativ '-!" i e -
B Result output in the form of an overview or a
H . ] Testergebnis. Ergebnis.
detailed individual result b e
HLA-DQ2S negativ
HLA-DOS negativ
. - “In den europaischen Leitlinien zur Zoliakie-Diagnostik wird ausschlieBlich der Subtyp HLA-DQ2.5
. POSS | b | I |ty to add comments to the resu It als Krankheits-assaziert aufgefuhrt (Husby etal. J. Pediatr. Gastroenterol. Nutr. 2012 Jan$4(1)
136-60). Andere Studien zeigen, dass mit HLA-DQ2.2 ein weiterer Subtyp ebenfalls mit der Zoliakie
assoziert sein kann, wenn auch verbunden mit einem milderen Verlauf der Erkrankung (Mubarak et
al., J. Pediatr. Gastroenterol. Nutr. 2012 Oct 18. [Epub ahead of prnt] - Stand 11. Marz 2013).

M LIS connection and networkability for optimal data
communication and integration
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MICROARRAY

TITERFILNE

T

EUROIMMUN

©

EUROArrayScanner o

Device / software Description Order number

EUROArrayScan software and Microarray Scanner

for fully aLftomated recordln.g, evaluatlon.and VG 0602-0101
interpretation of results for incubated patient DNA

samples using EUROATrray technology

EUROArrayScanner
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EURORealTime

EURORealTime-Analysis

[Elz3®[@] For more information on this subject scan
et ’ the QR code or enter the Quick Link code
=g, kX at www.euroimmun.com

EURORealTime Analysis

The EURORealTime Analysis software provides simplified processing and fully automated evaluation of
EURORealTime test systems. EURORealTime Analysis enables the entry of samples and their allocation to the
respective tests. In order to support the subsequent pipetting, the software automatically calculates pipetting
schemes and MasterMix preparations based on the input data. Moreover, export and import modules allow for
automated and standardised evaluation of raw data for selected PCR cyclers and provide corresponding result
suggestions. All internal and external controls are automatically taken into account. Manual definition of cut-offs
for the evaluation of results and subjective interpretation of results are not required. At the end of a run, there
is the possibility of printing an overview of all test results, optionally also including the respective amplification
curves. Furthermore, the EURORealTime Analysis software can be connected to different LIS, so that requests and
result data can also be exchanged directly.

B Software for automated evaluation and support in EUROIMMUN Lo e 1 eaabor b
the processing of real-time PCR analyses
EURORealTime Resultlist
- - Protocol: Zika_example
B Standardised and automated raw data analysis for | " 13092017 142707
fast and objective result evaluation
Local Device ID: LC_Da_EVA 121272
Performed tests: o Zika virus (LOT: [170120AE) EUROIMMUN s
B Fully automated report production and documenta-
tion including all internal and external controls Z““I o Ay
(I.abZrawr Param. Result Cp :oPiels/ml Comment
) yID) ample
B Convenient guidance through the entire workflow NC Zika valid
1C valid 31,01
PC Zika valid 33,59
B Automated layout creation for the PCR plates, i el 3096
i ) . 170413001 Zika detected 33,98
including all required controls 36 1c valid 3114
170413001  Zika detected 34,16
. . 35 Ic valid 31,03
B Economical reusability of standard curves for quan- 10813001 Zha detected 168
e . . IC valid 31,35
tification possible =
B Result output in a clearly arranged list of individual Siondard Curve
results, optionally including amplification curves
L. . (;-T‘\\
B Supplement to existing real-time PCR platforms, T
fully compatible with different LIS \
RSquared  Efficiency  Slope Y-Intercept
09999 99,54% -33330 354630 T
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o v -
Protocol: Zika_example

) MasterMix Caculation

15

275

Maa | es0 | MM
1C/H20" 83

MxB 825 Wl

15 4 MM ICH20
Suisi

“IGHIC
H20:

6 7

1 3|4 s 8 s 10 n
Zika. Zika

| 70a1300136 ] EMBY Emoty Empty Emoty Empty Empty Empty Empty Empty Empty
ik, Zika

8 e 17041300175 | EMBY Empty Empry Emety Empty Empty Empry Empry Empty Empy
ik, zika

€[00 | [170st300135 | Emety Emety Empty Emoty Emoty Empty Emety Empty Empty Empty
Zia. 2k

0 [ ya000 | [t70srs00mss] Emety Empty Empty Emoty Empty Empty Empty Empty Empty Empty
ik, zika

€[ vam | [irorsconss] Emey Empty Empty Emety Empty Empty Empty Empty Empty Empty
Zika. Zika

£ vao | [1ronsoonse] Emey Empry emty Empty empty Empty Empry Empry Empty Empry

i, Zika

17041300136 | [ 17041300134 | EMBty Emety Empty Emety Emoty Empty Emety Empty Empty Emety

i,

H [1roems013s]  EmPy  Empty Emety empty Empty Empty Empty Empty Empty Empty Empty

12

| €3 Comn || Show Protocl |

T lssizn| x e | v [nn B
7 ousoe e T e ve 9% B
s e x e | v |nm B
+ ooz b |owea| v |98 =Y
I
ez € wn | ve wm |8
e % | | e | Bl

10 17041300135 Zika  Zia  detected Ve 3416

&)

1 1704130035 Zhe  I€ valld e 3098

&

117041300135 Zike  Zika  detected Ve 3382

B

12 vona0oss zie K€ vaid Ve 3114
I 12 1704130035 Zke  Zia  detected Ve 3397
1317041300134 Zhe 1€ valld e 3135
13 1041300133 Zhe  Zka  detected Ve 3368
14 70030034 Zia  IC valid Yoo 3104

14 17041300134 Zika  Zia  detected Ve 3406

(e

15 17041300134 Zhe 1€ valld Ye 3110

=

‘
| o o s va 5

acu-‘ [SEE——

) =
@ Approve| 5] sample speciiccsor ||| 1€
Zika
.
§
i
is
o
: > = » B
G
Ic - Zika
.
H
3
{

define PCR run

data

Real export
Time

EURORealTime
Analysis

Device / software

EURORealTime Analysis

real-time PCR

Description

fully automated evaluation
and result generation

data
import Real
Time
EURORealTime
Analysis

Order number

Fully automated analysis of raw data, evaluation,
result interpretation and archiving of real-

time PCR analyses with test systems from the

EURORealTime product line.

YG 0661-0101
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Liquid handling

EUROLabLiquidHandler

E"‘E For more information on this subject scan
b % the QR code or enter the Quick Link code
[w] BEEY at www.euroimmun.com

EUROLabLiquidHandler

The EUROLabLiquidHandler provides flexible operation for many varied tasks in the laboratory, e.g. for creating
dilutions from primary sample tubes in accordance with freely configurable protocols or for transferring liquids
into secondary vessels. It supports standardised IIFT, ELISA and immunoblot protocols.

The multi-needle system enables all required pipetting steps to be carried out quickly and in parallel, and features
intuitive software. This guides the user comfortably through the steps of the loading process, whereby the neces-
sary data entry is carried out via a modern touch-screen display supported by graphics. All EUROIMMUN items
and primary tubes used on the system are automatically identified and located directly by the instrument during
loading, which makes manual data entry superfluous and minimises hands-on time. The EUROLabLiquidHandler
can communicate bidirectionally with an LIS or EUROLabOffice.

B Versatile usage e.g. for ELISA, IIFT and blot, with sample, reagent and labware racks, as well as combined racks
for optimal use of the instrument capacity

B Flexible working area without fixed components
B Efficient multi-needle system and optimal travel paths for fast processing
B Security owing to continuous recognition of samples, reagents and accessories via matrix- and barcodes

B Convenient operation of the intuitive software with visual display of all processes
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Device

EUROLabLiquidHandler 30-10

EUROLabLiquidHandler 45-10
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Description Order number
30 tracks, 10 washable needles, for up to 300 VG 0830-0101-10
samples
45 tracks, 10 washable needles, for up to 500 VG 0845-0101-10
samples
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Laboratory management

EUROL;bOffice - EUROLab CSF software

Eﬁrﬁm For more information on this subject scan

- the QR code or enter the Quick Link code
= at www.euroimmun.com

EUROLabOffice

The laboratory management system EUROLabOffice simplifies and speeds up the daily routine in the diagnostic
laboratory and increases security through organisation of the entire laboratory procedure and traceable docu-
mentation of all data and processes. EUROLabOffice offers many advantages for both the smaller laboratory with
mainly manual workstations as well as for high-throughput laboratories with many connected automated systems
and workstations.

B Efficient consolidation in serology through support of all EUROIMMUN products for autoimmune, infection,
allergy and molecular genetic diagnostics and antigen detection

B Central interface between all EUROIMMUN instruments and the LIS for maximal automation and minimal
manual working steps

B Increase in the efficiency and reproducibility of all working steps: Completely paperless work procedures in
accordance with automated protocols — from easy management of test requests, (cost-) optimised performance
of analyses, IIFT result entry in the PC, archiving of IIFT and blot images, right up to the end result

B Security and comprehensive data processing via automated and complete data communication between the
LIS and all workstations

B Flexible and open system for adaptation to existing laboratory processes with various expansion modules,
e.g. for optimised sample sorting, inventory management, reflex testing or quality control, or for a consolidated,
serological validation including result dispatch (also with web application for laboratories and doctors submitting
samples)

h4 EUROIMMUN S
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REQUEST o
LIS |« EUROLABOFFICE q_p' ChLIA
RESULT REPORT J
> eor |
J] V\AEAICROARRAZ
°© SAMPLE MANAGEMENT
o GENERATION OF PROTOCOLS
o PREPARATION OF FINAL REPORT
o ARCHIVING OF DATA
° QUALITY MANAGEMENT
Software Description Order number
Customisable laboratory management software
EUROLabOffice for the optimisation of workflows in the diagnostic =~ YG 0250-0101-1

laboratory

Laboratory management software of the latest
EUROLabOffice 4.0* generation for optimisation of working procedures YG 0250-0101-7
in the diagnostic laboratory

Extension module for convenient generation of VG 0250-0101-53

EUROLabSign partial and final results

*) Under development. Please contact EUROIMMUN for further information.
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Laboratory management

EUROLabOffice - EUROLab C§F software

[Elz3®[E] For more information on this subject scan
’ the QR code or enter the Quick Link code
= ¥4 at www.euroimmun.com

EUROIMMUN CSF software
(a component of EUROLabOffice)

EUROIMMUN CSF Software is designed for the automated calculation of CSF/serum quotients (CSQ_ , CSQ
IgA/G/M, CSQ CsQ,, and CSQ_, or antibody index Al). The csQ,,

path.-spec.”
intrathecal pathogen-specific antibody synthesis.

total

~allows a statement to be made on

The albumin and antibody concentrations measured by means of e.g. a nephelometer and EUROIMMUN Analy-
zer or EUROLabWorkstation ELISA can be transferred online into the EUROIMMUN CSF Software so that time-
consuming and error-prone manual data transfer is no longer required. Manual input of the values or quotients
into the software is also possible. For manual transfer a photometer can be connected.

Optionally, a storable standard curve can be used. In this case only a reca- - oo
librator needs to be included in the test run rather than 4 to 6 calibrators.
This saves reaction wells on the ELISA plate. The recalibration, validity

Photometer

check and calculation of the antibody concentration are fully automated ?J -
in the EUROIMMUN CSF Software. For internal quality control, the values F

. . EUROIMMUN EUROIMMUN CSF LIS
of the recalibrator or the serum/CSF controls from different test runs for Az iz

ASTM ASTM

one lot are clearly presented and administered (Levey-Jennings diagram). \
=i -
In the detailed patient view, all findings and a suggested end result are EUROLameks(a(.on -
shown. The CSF/serum quotients CSQ_, and CSQ,_, IgA/G/M are additio-
nally displayed graphically in quotient diagrams according to Reiber and
Lange and can be interpreted using the legend. A variety of configurations

allows for individual adjustment of the used units and report texts.

Nephelometer

B Automatic calculation of CSF/serum quotients from pathogen-specific | P
antibody, albumin and total IgA/G/M concentrations

fo

B No time-consuming manual data transfer required - bidirectional data &
communication between EUROIMMUN Analyzer/EUROLabWorkstation = —

ELISA or photometer, LIS and nephelometer

——— ET——

H Clear graphic display in quotient diagrams according to Reiber and
Lange

B Use of a storable standard curve (optional)
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Description Order number

Software

EUROIMMUN CSF Software Software for automated calculation of CSF/serum
(a component of EUROLab- quotients (CSQ_ , CSQ,_, IgA/G/M, CSQpath__spec_, YG 0259-0101-1
Office) CSQ,, and CSQ_, or antibody index Al, respect.)
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Automation

Format
— 1005: 10 slides with 5 fields each
— 2005: 20 slides with 5 fields each
— 1010: 10 slides with 10 fields each
— 1050: 10 slides with 50 fields each

FC|(1512]|-|1010]|-1

Product code
Product classification
— DL: EUROLINE autoantibodies (test system with preequipped incubation tray) .................. page 74
— DN: EUROLINE infectious serology (test system with preequipped incubation tray)........... page 74
— LL: Further reagents for EUROIMMUN Chemiluminescence tests .......cccvvueiriieriireeiinesinens page 74
— FC: Test system for indirect immunfluorescence (EUROPattern): Autoantibodies............... page 75
— FW: Single slides for indirect immunfluorescence (EUROPattern): Autoantibodies.............. page 75
— FR: Test system for indirect immunfluorescence (EUROPattern): Infectious serology ........ page 79
— FS: Single slides for indirect immunfluorescence (EUROPattern): Infectious serology....... page 79
— AF: Fluorescence-labelled antibodies (FITC) for IIFT (EUROLabLiquidHandler).................... page 81
— FA: Test system for indirect immunfluorescence (EUROLabLiquidHandler)............ccceceuees page 82
— FC: Test system for indirect immunfluorescence (EUROPattern&EUROLabLiquidHandler) .. page 82
— ZF: Further reagents for EUROIMMUN IIFT (EUROLabLiquidHandler).......c.ccccoeevieeiivennnnenn. page 83
— ZG: Accessories for EUROLabLiquidHandIer .........c.oooiiiiiiiiiiiiieeeee e page 83
— ZZ: Other items for EUROIMMUN IIFT (EUROLabLiquidHandler).......ccccccoovriinieninniecienne page 83

For product orders the amount, product code and test name are required. Test kits comprise all reagents needed to perform the serological investigation.
For diagnostics in indirect immunofluorescence, for example, these include slides, FITC-labelled antibodies against human immunoglobulin, positive and
negative control sera (not available for some products) as well as embedding medium, cover glasses, sachets of PBS and Tween 20.

Substrates consisting of cell cultures and tissues which do not appear in this catalogue can be made to specification. In addition, BIOCHIP mosaics can be

produced according to individual requirements. Apart from the customary package sizes and slide formats, special sizes are available as well. Quotations
can be provided upon request.

73



EUROIMMUN i eetive T T

a PerkinElmer company AG

EUROLINE for the Determination of Autoantibodies (Test Systems with preequipped incubation trays)

>
c
E
)
=l
o
o
=]
S

Order No. Antibodies Ig Class Substrate Format

against
DL 0160-5001 G EUROLINE validation 1gG EUROLINE 50 strips Immunoblot-PreQ
DL 1111-5001-7 G Paraneoplastic Neurologic Syndromes - 12 Ag 19G EUROLINE 50 strips Immunoblot-PreQ

(amphiphysin, CV2, PNMA2 (Ma-2/Ta), Ri, Yo, Hu,
recoverin, SOX1, titin, Zic4, GAD65, Tr (DNER) separately)

DL 1300-5001-4 G Autoimmune Liver Diseases 1gG EUROLINE 50 strips Immunoblot-PreQ
(AMA M2, M2-3E, Sp100, PML, gp210,
LKM-1, LC-1, SLA/LP, Ro-52 separately)

DL 1530-5001-4 G Autoimmune Inflammatory Myopathies 16 Ag IgG EUROLINE 50 strips Immunoblot-PreQ
(Mi-2 alpha, Mi-2 beta, TIF1g, MDA5, NXP2, SAE1, Ku, PM-Scl100,
PM-Scl75, Jo-1, SRP, PL-7, PL-12, EJ, OJ, Ro-52 separately)

DL 1532-5001 G Systemic Sclerosis Profile (Nucleoli) 1gG EUROLINE 50 strips Immunoblot-PreQ
(Scl-70, CENP A, CENP B, RP11, RP155,
fibrillarin, NOR90, Th/To, PM-Scl100, PM-Scl75,
Ku, PDGFR, Ro-52 separately)

DL 1590-5001-3 G ANA Profile 3 1gG EUROLINE 50 strips Immunoblot-PreQ
(nRNP/Sm, Sm, SS-A, Ro-52, SS-B, Scl-70, PM-Scl,
Jo-1, CENP B, PCNA, dsDNA, nucleosomes,
histones, ribosomal P-proteins, AMA M2 separately)

DL 1590-5001-8 G ANA Profile 1 19G EUROLINE 50 strips Immunoblot-PreQ
(nRNP/Sm, Sm, SS-A, Ro-52, SS-B, Scl-70,
Jo-1, CENP B, dsDNA, nucleosomes, histones,
ribosomal P-proteins separately)

DL 1590-5001-30 G ANA Profile 3 plus DFS70 IgG EUROLINE 50 strips Immunoblot-PreQ
(nRNP/Sm, Sm, SS-A, Ro-52, SS-B, Scl-70, PM-Scl,
Jo-1, CENP B, PCNA, dsDNA, nucleosomes, histones,
ribosomal P-proteins, AMA M2, DFS70 separately)

EUROLINE for Infectious Serology (Test Systems with preequipped incubation trays)

Order No. Antibodies Ig Class Substrate Format

against
DL 0160-5001 G EUROLINE validation 1gG EUROLINE 50 strips Immunoblot-PreQ
DN2131-0510 G EUROLINE Borrelia-RN-AT 19G EUROLINE 50 strips Immunoblot-PreQ

(p18, p19, p20, p21, p58,
OspC (p25), p39, p83, LBb, LBa,
VIsE Bg, VISE Bb, VISE Ba separately)

DN2131-0510 M EUROLINE Borrelia-RN-AT IgM EUROLINE 50 strips Immunoblot-PreQ
(OspC Bg native, OspC Bb native,
OspC Ba native, p39, VISE Bb separately)

DN2131-0510-2 M EUROLINE Borrelia-RN-AT-adv IgM EUROLINE 50 strips Immunoblot-PreQ
(OspC-adv Bsp, OspC-adv Bg, OspC-adv
Bb, OspC-adv Ba, p39, VISE Bb separately)

Further Reagents for EUROIMMUN Chemiluminescence Tests

Order No. Reagent Format
LL 0711-0105 RA Analyzer System Liquid 51

LL 0712-0110 RA Analyzer Wash Solution 10 |

LL 0713-0201 RA Analyzer Trigger Set 2 x 250 ml
LL 0714-0201 RA Analyzer D-Sorb Solution Set 2 x 1000 ml
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Diagnostics for Indirect Inmunofluorescence: EUROPattern, Autoantibodies

Order No. Antibodies

against

islet cells antibodies (PM) EUROPattern IgG
pancreas islets

FC 1020-2005
FC 1020-2010

FC 1050-1003
FC 1050-1005
FC 1050-1010
FC 1050-2005
FC 1050-2010

Endocrinology Screen (AM) EUROPattern IgAGM
adrenal cortex

FC 1111-1003-1
FC 1111-1005-1
FC 1111-1010-1
FW1111-1003-1
FW1111-1005-1
FW1111-1010-1

Neurology Mosaic 1 EUROPattern IgG
Yo, Hu, Ri, CV2, Ma, amphiphysin
medullated nerves
non-medullated nerves

FC 1111-1005-8
FC 1111-1010-8

Neurology Mosaic 8 EUROPattern IgG
Yo, Hu, Ri, CV2, Ma, amphiphysin

medullated nerves

non-medullated nerves
pancreas islets
FC 1128-2005-1 NMOSD Screen 1 EUROPattern IgG PI
aquaporin-4 (AQP-4)

Myelin-oligodendrocyte glycoprotein (MOG)

FC 1128-1005-50
FC 1128-1010-50
FC 1128-2005-50
FC 1128-2010-50

aquaporin-4 EUROPattern 1gG PI

FC 112d-1005-6 Autoimmune Encephalitis Mosaic 6 EUROPatternigG Pl

FC 112d-1010-6 glutamate receptor (type NMDA)

FC 112d-2005-6 contactin-associated protein 2 (CASPR2)

FC 112d-2010-6 glutamate receptors (type AMPA1/2)
leucine-rich glioma-inactivated protein 1 (LGI1)
dipeptidyl aminopeptidase-like protein 6 (DPPX)

GABA B receptor

FC 112d-1003-51 glutamate receptor (type NMDA) EUROPattern IgG PI
FC 112d-1005-51
FC 112d-1010-51

FC 1121-1003-50
FC 1121-1005-50

GABA B receptor EUROPattern IgG PI

FC 112m-2005-50 dipeptidyl aminopeptidase-like protein 6  1gG Pl

(DPPX) EUROPattern

FC 1156-2005-50 Myelin-Oligodendrocyte-Glycoprotein (MOG) IgG PI

EUROPattern
FC 1200-1005 cytoplasm of granulocytes (cCANCA, IgG EB
FC 1200-1010 PANCA), nuclei of granulocytes (GS-ANA)
FC 1200-2005 EUROPattern
FC 1200-2010
FC 1201-1005 granulocytes IgG EB
FC 1201-1010 (cANCA, pANCA)
FC 1201-2005 EUROPattern
FC 1201-1005-2 Granulocyte Mosaic 2 EUROPattern 1gG EB

FC 1201-1010-2
FC 1201-2005-2
FC 1201-2010-2

cANCA, pANCA, GS-ANA, EUROPattern
cANCA, pANCA, EUROPattern

Ig Class

Substrate

1 BIOCHIP per field:
pancreas

1 BIOCHIP per field:
adrenal gland

3 BIOCHIPs per field:
cerebellum
nerves
intestinal tissue

4 BIOCHIPs per field:
cerebellum
nerves
intestinal tissue
pancreas

3 BIOCHIPs per field:
transfected cells
transfected cells

control transfection

transfected cells
control transfection
(2 BIOCHIPs per field)

6 BIOCHIPs per field:
transfected cells
transfected cells
transfected cells
transfected cells
transfected cells
transfected cells

transfected cells
control transfection
(2 BIOCHIPs per field)

transfected cells
control transfection
(2 BIOCHIPs per field)

transfected cells
control transfection
(2 BIOCHIPs per field)

transfected cells
control transfection

granulocytes,
ethanol-fixed

granulocytes,
formaldehyde-fixed

2 BIOCHIPs per field:
granulocytes (EOH)
granulocytes (HCHO)

Species

monkey

monkey

monkey
monkey
monkey

monkey
monkey
monkey
monkey

EU 90
EU 90
EU 90

EU 90
EU 90

EU 90
EU 90
EU 90
EU 90
EU 90
EU 90

EU 90
EU 90

EU 90
EU 90

EU 90
EU 90

EU 90
EU 90

human

human

human
human

Format
Slides x Fields

20 x 05 (test system)
20 x 10 (test system)

10 x 03 (test system)
10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)

10 x 03 (test system)
10 x 05 (test system)
10 x 10 (test system)
10 x 03 (single slides)
10 x 05 (single slides)
10 x 10 (single slides)

10 x 05 (test system)
10 x 10 (test system)

20 x 05 (test system)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)

10 x 03 (test system)
10 x 05 (test system)
10 x 10 (test system)

10 x 03 (test system)
10 x 05 (test system)

20 x 05 (test system)

20 x 05 (test system)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)
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Diagnostics for Indirect Inmunofluorescence: EUROPattern, Autoantibodies

Order No.

FC 1201-1003-4
FC 1201-1005-4
FC 1201-1010-4
FC 1201-2005-4
FC 1201-12010-4
FW1201-1003-4
FW1201-1005-4
FW1201-1010-4
FW1201-2005-4

FC 1201-1005-13
FC 1201-1010-13
FC 1201-2005-13
FC 1201-2010-13
FC 1201-12010-13
FW1201-1005-13
FW1201-2010-13

FC 1201-1005-15
FC 1201-1010-15
FC 1201-2010-15
FC 1201-1050-15
FW1201-1005-15

FC 1201-1005-22
FC 1201-1010-22
FC 1201-2005-22
FC 1201-2010-22

FC 1201-1005-25
FC 1201-1010-25
FC 1201-2005-25
FC 1201-2010-25
FW1201-1005-25

Antibodies
ELEILE

Granulocyte Mosaic 4 EUROPattern
cANCA, pANCA, GS-ANA, EUROPattern
cANCA, pANCA, EUROPattern
cell nuclei (ANA)

Granulocyte Mosaic 13 EUROPattern
cANCA, pANCA, GS-ANA, EUROPattern
cell nuclei (ANA), cANCA, pANCA
cANCA, pANCA, EUROPattern

Granulocyte Mosaic 15 EUROPattern
cANCA, pANCA, GS-ANA, EUROPattern
cell nuclei (ANA), cANCA, pANCA

EUROPLUS Granulocyte Mosaic 22
EUROPattern
cANCA, pANCA, GS-ANA, EUROPattern
cANCA, pANCA, EUROPattern

Ig Class

IgG EB

IgG EB

IgG EB

IgG EB

pANCA: myeloperoxidase (MPO), EUROPattern

cANCA: proteinase 3 (PR3), EUROPattern

EUROPLUS Granulocyte Mosaic 25
EUROPattern
cANCA, pANCA, GS-ANA, EUROPattern
cell nuclei (ANA), cANCA, pANCA
cANCA, pANCA, EUROPattern

IgG EB

FW1201-2010-25 glom. basement membrane (GBM), EUROPattern
pANCA: myeloperoxidase (MPO), EUROPattern

FC 1201-1005-32
FC 1201-1010-32
FC 1201-2005-32
FC 1201-2010-32
FW1201-1005-32
FW1201-1010-32

FC 1254-1005-50
FC 1254-1010-50
FC 1254-2005-50
FC 1254-2010-50

FC 1300-1005-8
FC 1300-1010-8
FC 1300-2005-8

FC 1300-1005-9
FC 1300-1010-9
FC 1300-2005-9
FC 1300-2010-9
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cANCA: proteinase 3 (PR3), EUROPattern

EUROPLUS Granulocyte Mosaic 32
EUROPattern
cANCA, pANCA, GS-ANA, EUROPattern
cANCA, pANCA, EUROPattern
cell nuclei (ANA), cANCA, pANCA

IgG EB

pANCA: myeloperoxidase (MPO), EUROPattern

cANCA: proteinase 3 (PR3), EUROPattern

phospholipase A2 receptor (PLA2R)
EUROPattern

Autoimmune liver diseases Screen 8
EUROPattern
liver antigens, cell nuclei (ANA)
F-actin
cell nuclei (ANA), EUROPattern
LKM, ANA

mitochondria (AMA), LKM
smooth muscles (ASMA)

Autoimmune liver diseases Screen 9
EUROPattern
mitochondria (AMA), LKM
LKM, ANA
smooth muscles (ASMA)
F-actin

IgG PI

IgG PI

IgG PI

Substrate

3 BIOCHIPs per field:
granulocytes (EOH)
granulocytes (HCHO)
HEp-2 cells

3 BIOCHIPs per field:
granulocytes (EOH)

HEp-2+granulocytes (EOH)

granulocytes (HCHO)

2 BIOCHIPs per field:
granulocytes (EOH)

HEp-2+granulocytes (EOH)

4 BIOCHIPs per field:
granulocytes (EOH)
granulocytes (HCHO)
MPO BIOCHIPs
PR3 BIOCHIPs
6 BIOCHIPs per field:

granulocytes (EOH)

HEp-2+granulocytes (EOH)

granulocytes (HCHO)
GBM BIOCHIPs
MPO BIOCHIPs
PR3 BIOCHIPs

5 BIOCHIPs per field:

granulocytes (EOH)
granulocytes (HCHO)

HEp-2+granulocytes (EOH)

MPO BIOCHIPs
PR3 BIOCHIPs

transfected cells
control transfection
(2 BIOCHIPs per field)

6 BIOCHIPs per field:
liver
VSMm47
HEp-2 cells
liver
kidney
stomach

4 BIOCHIPs per field:

kidney
liver
stomach
VSM47

Species

human
human
human

human
human
human

human
human

human
human

human
human
human

human
human
human

EU 90
EU 90

monkey
rat

human
rat
rat
rat

rat
rat
rat
rat

Format
Slides x Fields

10 x 03 (test system)
10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
120 x 10 (test system)
10 x 03 (single slides)
10 x 05 (single slides)
10 x 10 (single slides)
20 x 05 (single slides)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)
120 x 10 (test system)
10 x 05 (single slides)
20 x 10 (single slides)

10 x 05 (test system)
10 x 10 (test system)
20 x 10 (test system)
10 x 50 (test system)
10 x 05 (single slides)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)
10 x 05 (single slides)
20 x 10 (single slides)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)
10 x 05 (single slides)
10 x 10 (single slides)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)
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Format
Slides x Fields

Order No. Antibodies Substrate

against

Anti-VGKC-Ass. Proteins Mosaic 1 EUROPatternigG PI

Ig Class Species

FC 1439-1003-1 3 BIOCHIPs per field: 10 x 03 (test system)

FC 1439-1005-1 leucine-rich glioma-inact. prot. 1 (LGI1) transfected cells EU 90 10 x 05 (test system)
FW1439-1003-1 contactin-associated protein 2 (CASPR2) transfected cells EU 90 10 x 03 (single slides)
FW1439-1005-1 control transfection EU 90 10 x 05 (single slides)
FC 1501-1005 Dermatology Screen (EM) EUROPattern 1gG+igG4 10 x 05 (test system)
FC 1501-1010 epidermis: oesophagus monkey 10 x 10 (test system)
FC 1501-2005 prickle cell desmosomes 20 x 05 (test system)
epidermal basement membrane
FC 1501-1003-1 Dermatology Screen 1 EUROPattern IlgG+lgG4 2 BIOCHIPs per field: 10 x 03 (test system)
FC 1501-1005-1 epidermis oesophagus monkey 10 x 05 (test system)
FC 1501-1010-1 epidermis tongue monkey 10 x 10 (test system)
FC 1501-1010-20 Dermatology Mosaic 20 EUROPattern  IgG+lgG4 2 BIOCHIPs per field: 10 x 10 (test system)
FC 1501-2005-20 epidermis oesophagus monkey 20 x 05 (test system)
FC 1501-2010-20 pemphigoid antigens salt-split skin monkey 20 x 10 (test system)
FC 1510-1005-1 cell nuclei (ANA) EUROPattern 1gG PI HEp-2 cells human 10 x 05 (test system)
FC 1510-1010-1 cell nuclei (ANA) liver monkey 10 x 10 (test system)
FC 1510-2005-1 (2 BIOCHIPs per field) 20 x 05 (test system)
FC 1510-2010-1 20 x 10 (test system)
FC 1510-12010-1 120 x 10 (test system)
FC 1510-2450-1 24 x 50 (test system)
FW1510-2010-1 20 x 10 (single slides)
FW1510-1050-1 10 x 50 (single slides)
FC 1510-1010-2 ANA Mosaic 2 EUROPattern 1gG PI 2 BIOCHIPs per field: 10 x 10 (test system)
cell nuclei (ANA), EUROPattern HEp-2 cells human
mitochondria (AMA) kidney rat
FC 1512-1005-1 cell nuclei (ANA) EUROPattern IgG PI HEp-20-10 cells human 10 x 05 (test system)
FC 1512-1010-1 cell nuclei (ANA) liver monkey 10 x 10 (test system)
FC 1512-2005-1 (2 BIOCHIPs per field) 20 x 05 (test system)
FC 1512-2010-1 20 x 10 (test system)
FC 1512-1050-1 10 x 50 (test system)
FC 1512-12010-1 120 x 10 (test system)
FC 1512-2450-1 24 x 50 (test system)
FW1512-1005-1 10 x 05 (single slides)
FW1512-1010-1 10 x 10 (single slides)
FW1512-2010-1 20 x 10 (single slides)
FW1512-1050-1 10 x 50 (single slides)
FC 1520-1005 cell nuclei (ANA) IgG PI HEp-2 cells human 10 x 05 (test system)
FC 1520-1010 EUROPattern 10 x 10 (test system)
FC 1520-2005 20 x 05 (test system)
FC 1520-2010 20 x 10 (test system)
FC 1520-1050 10 x 50 (test system)
FC 1520-12010 120 x 10 (test system)
FW1520-1005 10 x 05 (single slides)
FW1520-1010 10 x 10 (single slides)
FW1520-2005 20 x 05 (single slides)
FW1520-2010 20 x 10 (single slides)
FW1520-1050 10 x 50 (single slides)
FC 1522-1005 cell nuclei (ANA) IgG PI HEp-20-10 cells human 10 x 05 (test system)
FC 1522-1010 EUROPattern 10 x 10 (test system)
FC 1522-2005 20 x 05 (test system)
FC 1522-2010 20 x 10 (test system)
FC 1522-1050 10 x 50 (test system)
FC 1522-12010 120 x 10 (test system)
FW1522-1005 10 x 05 (single slides)
FW1522-2005 20 x 05 (single slides)
FW1522-2010 20 x 10 (single slides)
FC 1572-1005 dsDNA IgG EB flagellates Crithidia luciliae 10 x 05 (test system)
FC 1572-1010 EUROPattern 10 x 10 (test system)

FC 1572-2010

20 x 10 (test system)
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Diagnostics for Indirect Inmunofluorescence: EUROPattern, Autoantibodies

Order No.

FC 1572-1005-1
FC 1572-1010-1
FC 1572-2010-1

FC 1620-1003-1
FC 1620-1005-1
FC 1620-1010-1
FC 1620-2005-1
FC 1620-2010-1

FC 1651-1003
FC 1651-1005
FC 1651-1010

FC 1800-1010-1

FC 1800-1010-2
FC 1800-2005-2
FC 1800-2010-2

FC 1800-1010-3
FC 1800-2005-3
FC 1800-2010-3

FC 1802-1003-3
FC 1802-1005-3
FC 1802-1010-3
FC 1802-2005-3
FC 1802-2010-3

FC 1805-1010-13
FC 1805-2010-13

FC 1812-1003-3
FC 1812-1005-3
FC 1812-1010-3
FC 1812-2005-3
FC 1812-0010-3
FW1812-2005-3

FC 1911-1005 A
FC 1911-1010 A
FC 1911-2005 A
FC 1911-2010 A
FC 1911-0010 A
FC 1911-1005 G
FC 1911-1010 G
FC 1911-2010 G
FW1911-2005 A

FC 1914-1005 A
FC 1914-1010 A
FC 1914-2005 A
FC 1914-2010 A
FC 1914-1005 G
FC 1914-1010 G
FC 1914-2005 G
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Antibodies
ELEILE

dsDNA (sensitive)
EUROPattern

AMA/ASMA IIFT (KR/SR) EUROPattern
mitochondria (AMA)
smooth muscles (ASMA)

F-actin EUROPattern

Mosaic Basic Profile 1 EUROPattern
cell nuclei (ANA), EUROPattern
mitochondria (AMA)
smooth muscles (ASMA)

Mosaic Basic Profile 2 EUROPattern
cell nuclei (ANA), LKM
mitochondria (AMA), LKM
smooth muscles (ASMA)

Mosaic Basic Profile 3 EUROPattern
cell nuclei (ANA), EUROPattern
cell nuclei (ANA)
mitochondria (AMA)
smooth muscles (ASMA)

Mosaic Basic Profile 3A EUROPattern
cell nuclei (ANA) EUROPattern
cell nuclei (ANA)
mitochondria (AMA)
smooth muscles (ASMA)

Mosaic Basic Profile 13B EUROPattern
cell nuclei (ANA), EUROPattern
cell nuclei (ANA), LKM
mitochondria (AMA), LKM
smooth muscles (ASMA)

Mosaic Basic Profile 3C EUROPattern
cell nuclei (ANA), EUROPattern
cell nuclei (ANA), LKM
mitochondria (AMA), LKM
smooth muscles (ASMA)

Coeliac Disease Screen (EM) EUROPattern

endomysium

Coeliac Disease Screen (LM) EUROPattern

endomysium

Ig Class

IgG EB

IgG

I9G PI

IgG PI

IgG

I9G PI

I9G PI

IgG PI

IgG PI

IgA

IgGpa

IgA

IgA

IgGpa

Substrate

flagellates

2 BIOCHIPs per field:
kidney
stomach

VSMm47

3 BIOCHIPs per field:
HEp-2 cells
kidney
stomach

3 BIOCHIPs per field:
liver
kidney
stomach

4 BIOCHIPs per field:
HEp-2 cells
liver
kidney
stomach

4 BIOCHIPs per field:
HEp-20-10 cells
liver
kidney
stomach

4 BIOCHIPs per field:
HEp-2 cells
liver
kidney
stomach

4 BIOCHIPs per field:
HEp-20-10 cells
liver
kidney
stomach

oesophagus

liver

Species

Crithidia luciliae

rat
rat

rat

human
rat
rat

rat
rat
rat

human

monkey
rat
rat

human

monkey
rat
rat

human
rat
rat
rat

human
rat
rat
rat

monkey

monkey

Format
Slides x Fields

10 x 05 (test system)
10 x 10 (test system)
20 x 10 (test system)

10 x 03 (test system)
10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)

10 x 03 (test system)
10 x 05 (test system)
10 x 10 (test system)

10 x 10 (test system)

10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)

10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)

10 x 03 (test system)
10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)

10 x 10 (test system)
20 x 10 (test system)

10 x 03 (test system)
10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
100 x 10 (test system)
20 x 05 (single slides)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)
100 x 10 (test system)
10 x 05 (test system)
10 x 10 (test system)
20 x 10 (test system)
20 x 05 (single slides)

10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
20 x 10 (test system)
10 x 05 (test system)
10 x 10 (test system)
20 x 05 (test system)
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Automation

Order No. Format

Slides x Fields

Antibodies Substrate

against

Ig Class Species

FR 2150-1005-4 P Legionella Mosaic 4 EUROPattern IgAGM 4 BIOCHIPs per field: 10 x 05 (test system)
L. pneumophila mixture 5 (serotype 1-7) bacterial smear L. pneumophila
L. pneumophila mixture 6 (serotype 8-14) bacterial smear L. pneumophila
L. non pneumophila mixture 7 bacterial smear 6 L. non-pneum. sp.

verification BIOCHIP
FR 2191-1005-3 A Anti-Chlamydia MIF EUROPattern IgA EB 4 BIOCHIPs per field: 10 x 05 (test system)
FR 2191-1010-3 A Chlamydia trachomatis elementary bodies EU 40 10 x 10 (test system)
FR 2191-1005-3 G Chlamydia pneumoniae 1gG EB and non-infected cells EU 40 10 x 05 (test system)
FR 2191-1010-3 G Chlamydia psittaci EU 40 10 x 10 (test system)
FR 2191-1005-3 M IgM EB 10 x 05 (test system)
FR 2191-1010-3 M 10 x 10 (test system)
FR 2192-1005-80 A Chlamydia pneumoniae EUROPattern IgA EB  elementary bodies (MIF) EU 40 10 x 05 (test system)
FR 2192-1005-80 G IgG EB non-infected cells EU 40 10 x 05 (test system)
FR 2192-1005-80 M IgM EB (2 BIOCHIPs per field) 10 x 05 (test system)
FR 2193-1005-80 A Chlamydia psittaci EUROPattern IgA EB  elementary bodies (MIF) EU 40 10 x 05 (test system)
FR 2193-1005-80 G IgG EB non-infected cells EU 40 10 x 05 (test system)
FR 2193-1010-80 G (2 BIOCHIPs per field) 10 x 10 (test system)
FR 2193-1005-80 M IgM EB 10 x 05 (test system)
FR 2193-1010-80 M 10 x 10 (test system)
FR 219b-1005-1 G Bartonella henselae EUROPattern 1gG PI infected cells EU 70 10 x 05 (test system)
FR 219b-1010-1 G Bartonella quintana EUROPattern infected cells EU 70 10 x 10 (test system)

(2 BIOCHIPs per field)
FR 219b-2010-1 M IgM EB infected and non- EU 70 20 x 10 (test system)

infected cells EU 38

(4 BIOCHIPs per field)
FR 2201-1005-1 G Mycoplasma hominis EUROPattern IlgG EB infected cells EU 38 10 x 05 (test system)
FR 2201-1010-1 G Ureaplasma urealyticum EUROPattern infected cells EU 38 10 x 10 (test system)
FR 2201-1005-1 M IgM EB non-infected cells EU 38 10 x 05 (test system)
FR 2201-1010-1 M (3 BIOCHIPs per field) 10 x 10 (test system)
FR 2202-1003 G Mycoplasma 1gG bacteria Mycoplasma 10 x 03 (test system)
FR 2202-1005 G pneumoniae pneumoniae 10 x 05 (test system)
FR 2202-1010 G EUROPattern 10 x 10 (test system)
FR 2202-2005 G 20 x 05 (test system)
FR 2202-1003 M IgM 10 x 03 (test system)
FR 2202-1005 M 10 x 05 (test system)
FR 2202-1010 M 10 x 10 (test system)
FR 2202-2005 M 20 x 05 (test system)
FR 2536-1005 G HHV-6 EUROPattern 1gG EB infected cells EU 30 10 x 05 (test system)
FR 2536-1010 G 10 x 10 (test system)
FR 2536-2005 G 20 x 05 (test system)
FR 2536-2010 G 20 x 10 (test system)
FR 2536-1005 M IgM EB 10 x 05 (test system)
FR 2536-1010 M 10 x 10 (test system)
FR 2536-2005 M 20 x 05 (test system)
FR 2536-2010 M 20 x 10 (test system)
FS 2536-2005 20 x 05 (single slides)
FR 2665-1005 G Yellow fever virus (YFV) EUROPattern 1gG PI infected and non- EU 14 10 x 05 (test system)
FR 2665-1005 M IgM PI infected cells 10 x 05 (test system)

(2 BIOCHIPs per field)
FR 2668-1005 G Zika virus (ZIKV) EUROPattern 1gG PI infected and non- EU 14 10 x 05 (test system)
FR 2668-1010 G infected cells 10 x 10 (test system)
FR 2668-1005 M IgM PI (2 BIOCHIPs per field) 10 x 05 (test system)
FR 2668-1010 M 10 x 10 (test system)
FR 2668-1005-1 G Arbovirus Fever Mosaic 2 EUROPattern 1gG PI 6 BIOCHIPs per field: 10 x 05 (test system)
FR 2668-1010-1 G Zika virus (ZIKV) infected cells EU 14 10 x 10 (test system)
FR 2668-1005-1 M Chikungunya virus (CHIKV) IgM PI infected cells EU 14 10 x 05 (test system)
FR 2668-1010-1 M Dengue virus types 1 - 4 (DENV) infected cells EU 14 10 x 10 (test system)
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Antibodies Ig Class Substrate Species Format
ELEILE Slides x Fields

FR 266a-1005-1 G Mosaic Dengue virus 1gG PI 4 BIOCHIPs per field: 10 x 05 (test system)
FR 266a-1010-1 G types 1 - 4 (DENV) EUROPattern infected cells EU 14 10 x 10 (test system)
FR 266a-1005-1 M IgM PI 10 x 05 (test system)
FR 266a-1010-1 M 10 x 10 (test system)
FR 2730-2010-2 G Coxsackie virus screen (types A) EUROPattern IgG PI 4 BIOCHIPs per field: 20 x 10 (test system)
FR 2730-2010-2 M types A7, A9, A16, A24 IgM PI infected cells EU 38 20 x 10 (test system)
FR 2730-2010-3 G Coxsackie virus screen (types B) EUROPattern IgG Pl 6 BIOCHIPs per field: 20 x 10 (test system)
FR 2730-2010-3 M types B1, B2, B3, B4, B5, B6 IgM PI infected cells EU 38 20 x 10 (test system)
FR 277a-1005-1 G Sandfly fever virus Mosaic 1 1gG PI 4 BIOCHIPs per field: 10 x 05 (test system)
FR 277a-1005-1 M EUROPattern IgM PI 10 x 05 (test system)
types Sicilian, Naples, infected cells EU 14
Toscana, Cyprus
FR 278h-1005-1 G Hantavirus Mosaic 1 EUROPattern IgG PI 6 BIOCHIPs per field: 10 x 05 (test system)
FR 278h-1005-1 M types Hantaan (HTNV), Sin Nombre (SNV), IgM PI infected cells EU 14 10 x 05 (test system)
Puumala (PUUV), Dobrava (DOBV),
Seoul (SEQV), Saaremaa (SAAV)
FR 278m-1005-3 G Hantavirus Mosaic 3: America EUROPattern 1gG PI 2 BIOCHIPs per field: 10 x 05 (test system)
FR 278m-1005-3 M types Sin Nombre, Andes IgM PI infected cells EU 14 10 x 05 (test system)
FR 2791-1005 G Epstein-Barr 1gG PI expressing cells P3HR1 10 x 05 (test system)
FR 2791-1010 G virus capsid antigen 10 x 10 (test system)
FR 2791-2010 G (EBV-CA) EUROPattern 20 x 10 (test system)
FR 2793-1010 C Epstein-Barr virus nuclear antigen C3c PI expressing cells Raji 10 x 10 (test system)
(EBNA) EUROPattern
FR 2795-1010 A Epstein-Barr IgA PI expressing cells EU 33 10 x 10 (test system)
FR 2795-1005 G virus early antigen 1gG PI 10 x 05 (test system)
FR 2795-1010 G (EBV-EA) EUROPattern 10 x 10 (test system)
FS 2795-1005 10 x 05 (single slides)
FR 293a-1005 G Chikungunya virus (CHIKV) EUROPattern  1gG PI infected and non- EU 14 10 x 05 (test system)
FR 293a-1010 G infected cells 10 x 10 (test system)
FR 293a-1005 M IgM PI (2 BIOCHIPs per field) 10 x 05 (test system)

FR 293a-1010 M
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Fluorescence-Labelled Antibodies: Fluorescein (FITC) for IIFT (EUROLabLiquidHandler)

Order No.

AF 101-0546

AF 102-0546

AF 103-0546

AF 106-0546

AF 302-0546

AF 601-0546

AF 602-0546

AF 603-0546

AF 606-0546

AF 612-0546

AF 701-0546

AF 702-0546-2

AF 703-0546

AF 712-0546

Antiserum

FITC-labelled anti-human IgA
(goat)

FITC-labelled anti-human IgG
(goat)

FITC-labelled anti-human IgM
(goat)

FITC-labelled anti-human IgAGM
(IgA + 1gG + IgM goat)

FITC-labelled anti-human IgG
(goat)
primate absorbed

FITC-labelled anti-human IgA
(goat)
with Evans Blue

FITC-labelled anti-human IgG
(goat)
with Evans Blue

FITC-labelled anti-human IgM
(goat)
with Evans Blue

FITC-labelled anti-human IgAGM
(IgA + 1gG + IgM goat)
with Evans Blue

FITC-labelled anti-human C3c
(rabbit)
with Evans Blue

FITC-labelled anti-human IgA
(goat) with propidium iodide
for EUROPattern

FITC-labelled anti-human IgG
(goat) with propidium iodide
for EUROPattern

FITC-labelled anti-human Igl
(goat) with propidium iodide
for EUROPattern

FITC-labelled anti-human C3c
(rabbit) with propidium iodide
for EUROPattern

Format

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank

5 x 46.0 ml (ready for use) in EUROTank
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Diagnostics for Indirect Inmunofluorescence: EUROLabLiquidHandler

Order No.

FA 1020-12010-1

FA 1111-12010-8

FA 1201-12010-4

FC 1201-12010-4

FA 1201-12010-13
FA 1201-2450-13

FC 1201-12010-13

FA 1510-12010-1

FA 1510-2450-1

FC 1510-12010-1
FC 1510-2450-1

FA 1512-12010-1
FA 1512-2450-1

FC 1512-12010-1
FC 1512-2450-1

FA 1520-12010

FC 1520-12010

FC 1522-12010

FA 1800-12010-2

FA 1914-12010 A
FA 1914-12010 G
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Antibodies
ELEILE

pancreas islets

Neurology Mosaic 8
Yo, Hu, Ri, CV2, Ma, amphiphysin
medullated nerves
non-medullated nerves
pancreas islets

Granulocyte Mosaic 4
cANCA, pANCA, GS-ANA
cANCA, pANCA
cell nuclei (ANA)

Granulocyte Mosaic 4 EUROPattern
cANCA, pANCA, GS-ANA, EUROPattern
cANCA, pANCA, EUROPattern
cell nuclei (ANA)

Granulocyte Mosaic 13
cANCA, pANCA, GS-ANA
cell nuclei (ANA), cANCA, pANCA
cANCA, pANCA

Granulocyte Mosaic 13 EUROPattern
cANCA, pANCA, GS-ANA, EUROPattern
cell nuclei (ANA), cANCA, pANCA
cANCA, pANCA, EUROPattern

cell nuclei

(ANA global test)

cell nuclei (ANA) EUROPattern
cell nuclei (ANA)

cell nuclei
(ANA global test)

cell nuclei (ANA) EUROPattern
cell nuclei (ANA)

cell nuclei (ANA)

cell nuclei (ANA)
EUROPattern

cell nuclei (ANA)
EUROPattern

Mosaic Basic Profile 2
cell nuclei (ANA), LKM
mitochondria (AMA), LKM
smooth muscles (ASMA)

endomysium

Ig Class Substrate
IgG pancreas islets
(three 1 x 1 mm BIOCHIPs
per field)
IgAGM 4 BIOCHIPs per field

cerebellum
nerves
intestinal tissue
pancreas

IgG 3 BIOCHIPs per field:
granulocytes (EOH)
granulocytes (HCHO)
HEp-2 cells
IlgG EB 3 BIOCHIPs per field:
granulocytes (EOH)
granulocytes (HCHO)
HEp-2 cells

[e]€] 3 BIOCHIPs per field:

granulocytes (EOH)
HEp-2+granulocytes (EOH)

granulocytes (HCHO)

1gG EB 3 BIOCHIPs per field:

granulocytes (EOH)
HEp-2+granulocytes (EOH)

granulocytes (HCHO)

IgG HEp-2 cells
liver
(2 BIOCHIPs per field)
IgG PI HEp-2 cells
liver
(2 BIOCHIPs per field)

IgG HEp-20-10 cells
liver
(2 BIOCHIPs per field)
1gG PI HEp-20-10 cells
liver
(2 BIOCHIPs per field)

IgG HEp-2 cells

1gG PI HEp-2 cells

1gG PI HEp-20-10 cells

IgG 3 BIOCHIPs per field:
liver
kidney
stomach

IgA liver
IgGpa

Species

monkey

monkey
monkey
monkey
monkey

human
human
human

human
human
human

human
human
human

human
human
human
human
monkey

human
monkey

human
monkey

human
monkey

human

human

human

rat
rat
rat

monkey

Format
Slides x Fields

120 x 10 (test system)

120 x 10 (test system)

120 x 10 (test system)

120 x 10 (test system)

120 x 10 (test system)
24 x 50 (test system)

120 x 10 (test system)

120 x 10 (test system)

24 x 50 (test system)

120 x 10 (test system)
24 x 50 (test system)

120 x 10 (test system)
24 x 50 (test system)

120 x 10 (test system)
24 x 50 (test system)

120 x 10 (test system)

120 x 10 (test system)

120 x 10 (test system)

120 x 10 (test system)

120 x 10 (test system)
120 x 10 (test system)
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Further Reagents for EUROIMMUN IIFT (EUROLabLiquidHandler) E

=

Order No. Reagent Format <
ZF 1020-0530 sample buffer (IIFT) 5 x 30.0 ml (ready for use) in EUROTank
ZF 1020-0530-2 sample buffer 2 (lIFT) 5 x 30.0 ml (ready for use) in EUROTank

(only for the Anti-dsDNA sensitive IIFT)
ZF 1020-0530-3 sample buffer 3 (IIFT) 5 x 30.0 ml (ready for use) in EUROTank
(only for the Anti-Borrelia IIFT IgG)

ZF 1101-05100 PBS-Tween (IIFT) 5 x 100.0 ml (ready for use) in EUROTank
ZF 1121-0530 CMV buffer (IIFT) 5 x 30.0 ml (ready for use) in EUROTank

Accessories for EUROLabLiquidHandler

Order No. Item Format

ZG 0009-0505 Setup Clean 500 ml

ZG 0862-10100 system liquid concentrate 10 x 100 ml (100-fold concentrate)
ZG 0870-0180 EUROTank, 80 pieces

colour: black,
consumable EUROLabLiquidHandler

ZG 0871-0180 EUROTank, 80 pieces
colour: natural,
consumable for EUROLabLiquidHandler

Other Items for EUROIMMUN IIFT (EUROLabLiquidHandler)

Order No. Item

ZZ 9999-0105-11 coded reagent tray 1 piece
with data matrix code
for slides with 5 fields

ZZ 9999-0110-12 coded reagent tray 1 piece
with data matrix code
for slides with 10 fields

ZZ 9999-0150-13 coded reagent tray 1 piece

with data matrix code
for slides with 50 fields
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Connective tissue diseases

B Clinical information: Connective tissue diseases (CTD) are rheumatic diseases. They include, for example,
systemic lupus erythematosus (see chapter SLE), progressive systemic sclerosis, Sjégren's syndrome, myositis
or Sharp syndrome.

Autoantibodies whose target antigens are located in the nucleus (so-called anti-nuclear antibodies, ANA) are
important serological markers for CTD. Target antigens include, for example, nucleic acids, cell nuclear proteins
and ribonuclear proteins.

The frequency (prevalence) of anti-nuclear antibodies in inflammatory rheumatic diseases lies between 20 and
100 %. Therefore, differential ANA diagnostics is indispensable for the diagnosis of individual rheumatic diseases
and their differentiation from other autoimmune diseases.

B Diagnostics: The gold standard for the determination of ANA is the indirect immunofluorescence test (IIFT)
with human epithelial cells (HEp-2), which is known for its high sensitivity and specificity. Positive and negative
samples produce a large signal difference. In the microscopic evaluation it is possible to establish precisely how
an indicator dye (generally fluorescein) is distributed in the tissue or the cells. A typical fluorescence pattern is
produced for every bound autoantibody, depending on the location of the individual autoantigens.

The first international consensus on standardised nomenclature of HEp-2
cell patterns in indirect immunofluorescence (ICAP, www.anapatterns.org)
defined fourteen nuclear patterns and nine cytoplasmic patterns which are
relevant for the diagnosis of various autoimmune diseases.

Furthermore, the consensus recommends that autoantibodies detected in
indirect immunofluorescence be confirmed by additional specific tests (e.g.
ELISA, line blot). The exclusive use of these monospecific test methods is -
inadequate for the determination of autoantibodies against cell nuclei, as HEp-2 cells: ANA, granular pattern
not all relevant antigens are available in a purified form as yet. Thus, the

corresponding ANA can only be detected by IIFT.
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Method Substrate Application Order number Page
HEp-2 cells Gold standard ANA screen FA 1520-#### 150
Easier evaluation due to
HEp-20-10 cells increased number of mitotic FA 1522-#i### 151
phases
IIFT }-.IEp-2 cells/ Additional ?Ilfferl'entla.tlon of EA 1510-f##4-1 149
liver patterns using liver tissue
Screening and confirmation
HEp-20-10 cells/ o
liver/nRNP/Sm + Sm + SS-A ::tim;’:?;ﬁ:ci:'zg::‘egﬂus FA 1512-####22 150
SS-B + Scl-70 + Jo-1 g
system
dsDNA, histones, ribosomal ANA screen ELISA using
P-proteins, NRNP/Sm, Sm, an antigen mixture that
EA 1590-9601- 134
SS-A, SS-B, Scl-70, Jo-1, is specific for rheumatic SRR 3
centromeres diseases
ELISA Ribosomal P-proteins, nRNP/ ENA profile ELISA as confir-
Sm, Sm, SS-A, SS-B, Scl-70, matory test based on indi- EA 1590-9601-2 G 134
Jo-1, centromeres vidual monospecific antigens
Ab against cN-1A are the first
cN-1A serological marker for inclu- EA 1675-4801 G 135
sion body myositis
dsDNA, nucleosomes, histones,  Multiplex approach for con-
SS-A, Ro-52, SS-B, nRNP/Sm, firmation and differentiation
Sm, Mi-2a, Mi-2B, Ku, CENP of all ANA patterns in agree-
A, CENP B, Sp100, PML, Scl-70, ment with the international BIE I E ) e
PM-Scl100, PM-Scl75, RP11, consensus, ICAP
RP155, gp210, PCNA, DFS70 (www.anapatterns.org)
AMA-M2, M2-3E, ribosomal Profile for confirmation and
P-proteins, Jo-1, SRP, PL-7, PL- differentiation of all cytoplas- DL 1590-1601-35 132
Blot 12, EJ, OJ, Ro-52 mic patterns (ICAP)
Mi-2a, Mi-2p, TIF1y, MDAS5,
NXP2, SAE1, Ku, PM-Scl100, Comprehensive profile of
. e . DL 1530-1601-4 131
PM-Scl75, Jo-1, SRP, PL-7, myositis-specific antigens 530-1601-4 G 3
PL-12, EJ, OJ, Ro-52
Scl-70, CENP A, CENP B, Comprehensive profile of
RP11, RP15S, fibrillarin, systemic sclerosis-specific DL 1532-1601 G 132

NOR90, Th/To, PM-Scl100,
PM-Scl75, Ku, PDGFR, Ro-52

antigens

[=]3zi[E] To view all EUROIMMUN products for this
| .= subject scan the QR code or enter the Quick
=g Link code [o[o)#f at www.euroimmun.com
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Systemic lupus erythematosus

B Clinical information: Systemic lupus erythematosus (SLE) is a systemic autoimmune disease belonging to the
collagenosis group. Diagnosis is based on 11 criteria defined by the American College of Rheumatology (ACR)
and modified in 1997. If 4 of 11 criteria are present, the probability of SLE is between 80 and 90 %.

Antibodies against dsDNA are the main focus in the serological diagnosis of SLE. These antibodies can be found
in 60 to 90% of patients, depending on the activity of the disease. Anti-dsDNA antibodies are in rare cases also
found in patients with other autoimmune diseases (e.g. autoimmune hepatitis) or infections as well as in clinically
healthy persons. 85% of people in the latter group develop SLE within 5 years of initial detection of anti-dsDNA.
However, SLE cannot be excluded if anti-dsDNA antibodies are not detected.

Antibodies against nucleosomes are also an exclusive marker of SLE, provided that they are determined using
an advanced test system with a target antigen that is free of histone H1, Scl-70 and other non-histone proteins.

B Diagnostics: Various test methods are available for the routine de-
tection of autoantibodies against dsDNA: enzyme immunotests (ELISA,
EUROASSAY, EUROLINE), Farr RIA and the Crithidia luciliae immunofluo-
rescence test (CLIFT). The various test systems differ, sometimes greatly,
in sensitivity and specificity. Conventional CLIFT shows a particularly high
disease specificity, while the IIFT Crithidia luciliae sensitive is a very sensi-
tive test.

Using an innovative biological preparation, scientists at EUROIMMUN Crithidia luciliae: Aab against dsDNA
have developed a new test system: the Anti-dsDNA-NcX ELISA, which

surpasses by far the diagnostic quality characteristics of all conventional anti-dsDNA ELISA. The secret of the
innovation lies in the use of highly purified nucleosomes as the new linking substance. Since nucleosomes have
a strong adhesive ability, even the smallest concentration of these is highly suited to coupling isolated dsDNA
to the surface of a microplate well. Poly-L-lysine and protamine sulphate are now obsolete, and many false posi-
tive reactions can be avoided. In a clinical comparative study of 378 patients with rheumatic diseases (of these
209 with SLE), the Anti-dsDNA-NcX ELISA yielded an 8% higher sensitivity than the anti-dsDNA RIA (Farr assay),
demonstrating its superior capabilities.

Nevertheless, different test methods identify different SLE subgroups. To increase the serological detection rate
different test systems should be combined.
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Crithidia luciliae Conventional IFT with high £ 1575 s 151
specificity
Crithidia luciliae sensitive Screening lIFT with high FA 1572-###4-1 151
IIFT sensitivity
Detection of the SLE-specific
HEp-2 cells pattern homogeneous ANA FA 1520-#i### 150
on HEp-2 cells
double-stranded DNA oo i EA 15729601 G 134
. specificity through use of
complexed with nucleosomes .
nucleosome linker
Highly specific detection of
anti-nucleosome antibodies
ELISA Nucleosomes through use of highly EA 15749601 G 134
purified mononucleosomes,
which are free of
contaminating proteins
dsDNA, histones, . .
nucleosomes, nRNP/Sm, Sm, :l‘;f\'/':nf:'ft? ‘;"r:fsh SLE- EA 1590-9601-12G 134
SS-A, SS-B, Scl-70 :
Gold standard Farr assay
RIA Plasmid DNA for detection of anti-dsDNA RA 1571-10001 137

antibodies

[m]3zi[@]  To view all EUROIMMUN products for this
b .= subject scan the QR code or enter the Quick
Elt: Link code [o[eEl§ at www.euroimmun.com
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Vasculitis

B Clinical information: According to the consensus introduced at the Chapel-Hill-Consensus conference and the
generally renowned classification system, granulomatosis with polyangiitis (GPA, formerly: Wegener’s granulo-
matosis, WG), microscopic polyangiitis (MPA), eosinophilic granulomatosis with polyangiitis (EGPA, formerly:
Churg-Strauss syndrome (CSS)) are classed as the group of ANCA-associated vasculitides (AAV). ANCA (anti-
neutrophil cytoplasm antibodies) are autoantibodies directed against antigens found in cytoplasmic granules of
neutrophils and monocytes. They are important serological markers for the diagnosis of AAV.

Moreover, an association with ANCA has been described for some of the
immune complex vasculitides. Patients with anti-GBM glomeruloneph-
ritides (serological marker: antibodies against the glomerular basement
membrane; anti-GBM) are often ANCA positive (>35%). A positive result
can indicate rapid-progressive glomerulonephritis or GPA. In patients with
AAV with renal involvement, the parallel analysis of ANCA and anti-GBM
antibodies is thus recommended.

B Diagnostics: AAV diagnostics are primarily based on IIFT. Standard for  IRUGIIRDCReTel TN

IIFT is a BIOCHIP mosaic of ethanol (EOH)- and formaldehyde (HCHO)-fixed

human granulocytes. Further EUROIMMUN-exclusive BIOCHIPs, e.g. HEp-2 cells with sedimented granulocytes,
further increase the diagnostic certainty. The EUROPLUS technique allows the combination of conventional cell
culture substrates with defined single antigens (PR3, MPO, GBM) on one test field. This considerably simplifies
the interpretation of the immunofluorescence patterns.

IIFT allows the differentiation of two ANCA types: the cytoplasmic type (cCANCA), which is associated with GPA
and is almost always directed against proteinase 3 (PR3), and the perinuclear type (pANCA), which indicates a
spectrum of various diseases. The main target antigen of pANCA in MPA and EGP is myeloperoxidase (MPO),
but antibodies against granulocyte elastase, lactoferrin, lysozyme, cathepsin G, beta-glucoronidase, azurocidin,
h-lamp-2 and alpha-enolase are also found in connection with pANCA.

Positive IIFT results should always be confirmed with a monospecific anti-PR3 and anti-MPO test (e.g. ELISA
(International Consensus Statement, Savige et al., Am J Clin Pathol, 1999 & 2003). Since not all cANCA and
pANCA are positive in the ELISA, the highest sensitivity and specificity for ANCA detection can only be achieved
with parallel performance of IIFT and ELISA.

pANCA are also of great relevance in the differentiation of chronic inflammatory bowel diseases (67 % ulcerative

colitis, 7% Crohn’s disease). DNA-bound lactoferrin has been identified as the main target antigen (Teegen et al.,
Ann N Y Acad Sci, 2009).

90


http://s.ei-ag.de/?1j2o60
http://www.euroimmun.com/

EUROIMMUN (55t snostina

a PerkinElmer company AG

glll
==
Eg
£
2s
2T

Innovative Anti-PR3-hn-hr ELISA with designer antigen: The reagent wells of the Anti-PR3-hn-hr ELISA are coated
with a mixture of human native (hn) and human recombinant (hr) PR3. Owing to this, the test as a significantly
higher sensitivity (94 %) at a very good specificity (99%) compared to other ELISAs using only a native antigen
(88% and 78%, respectively). The significantly higher sensitivitiy of the PR3-hn-hr ELISA and its suitability or
identifying relapses in patients under treatment has been described in an independent publication (Damoiseaux
et al., Ann Rheum Dis, 2009).

Method Substrate Application Order number Page
Minimum IIF screening test
Granulocytes (EOH) for ANCA FA 1201-####-2 142
Granulocytes (EOH)/ .
I IIF
HEp-2 + granulocytes (EQH) ol standardliF screening 0 yony yupu 13 142
test for ANCA
granulocytes (HCHO)
Granulocytes (EOH)/ ANCA screening and con-
IIET HEp-2 + granulocytes (EOH)/ firmation on monospecific ) :
granulocytes (HCHO)/ EUROPLUS antigen dots in FA ifiit-iiiti-32 144
PR3/MPQO BIOCHIPs one test system
ANCA i -
Granulocytes (EOH)/ . ¢ .screenlng and co.n.
HEp-2 + granulocytes (EOH)/ firmation on monospecific
e e v EUROPLUS antigen dots FA 1###-##-25 143
grantle@ies [ Eo) (incl. GBM) in one test sys-
PR3/MPO/GBM/ BIOCHIPs ' 4
tem
. . Monospecific confirmatory
Human proteinase 3 native . .
and recombinant (human test for anti-PR3 Ab: higher
. sensitivity and highest speci- EA 1201-9601-2 G 133
cDNA expressed in a human . L
) ficity through combination of
cell line, PR3-hn-hr) . .
native and rec. PR3 antigens
ELISA
Human MPO native Monospecific confirmatory  gr 151196016 133
test for anti-MPO
PR3, MP.O, elastase, . PI’OfI|(.3 ELISA v_wth ANCA- EA 1200-1208-1 G 133
cathepsin G, BPI, lactoferrin associated antigens
Monospecific multiplex
Blot PR3, MPO, GBM DL 1200-1601-3 G 131

detection of ANCA

[m]3ci[E]  To view all EUROIMMUN products for this
- subject scan the QR code or enter the Quick
[=] Link code [o)[08] at www.euroimmun.com
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Rheumatoid arthritis

B Clinical information: Rheumatoid arthritis (RA) is characterised by painful, swollen joints, movement restriction
and progressing joint destruction. 0.5 to 1% of the worldwide population is affected, women approximately twice
as often as men. Most new cases are diagnosed in women between 55 and 64 years and in men between 65 and
75 years. A large share of RA patients (approx. 70%) produce autoantibodies against citrullinated peptides (ACPA).
Consequently, immune complexes are formed and the inflammation of the joints proceeds.

Autoantibodies in RA appear on average 3 to 5 years, sometimes even 15 years before the first joint complaints.
The most important autoantibodies in preclinical RA are rheumatoid factors (RF) and ACPA and those directed
against Sa (citrullinated vimentin) and citrullinated enolase peptide 1 (CEP-1). For the detection of ACPA, mainly
cyclic citrullinated peptides (CCP) are used as target antigens. ACPA are specific for RA and indicators of a severe,
erosive destructive course. During the shift from the undifferentiated arthritis phase towards RA, ACPA levels
increase and remain high. ACPA have a high predictive value for the development of RA. Their detection supports
the early recognition of the disease.

B Diagnostics: Since 2010, ACPA determination has been a component of the RA classification criteria of the
American College of Rheumatology (ACR) and the European League Against Rheumatism (EULAR). ACPA are
determined in parallel to rheumatoid factors. A high ACPA (and RF) titer supports the diagnosis RA. Laboratory
findings such as increased erythrocyte sedimentation rate, increased C-reactive protein and the detection of RF
and/or ACPA are indicative of RA.

Anti-CCP ELISAs of the 2" generation (CCP 2) are considered the gold standard for detection of ACPA. They have
the highest sensitivity (80 %, at 98 % specificity). Antibodies against CCP are mainly of class IgG. Anti-CCP antibod-
ies are more specific than RF, at a similar sensitivity. They are detected in up to 60% of RF-negative RA patients.

CEP-1 is a further relevant autoantigen which is present in approx. 60% of the anti-CCP positive RA patients.
The detection of antibodies against CEP-1 is highly specific for RA (specificity: 97.6%) and therefore suited as a
supplementary test for confirmation of serological findings. Moreover, the detection of anti-CEP-1 supports the
risk stratification: Anti-CEP-1 antibodies are associated with an erosive disease course and with interstitial lung
diseases (Alunno et al. 2018). Furthermore, anti-CEP-1 antibodies occur with a subtype of RA in which smoking
and the HLA-DRB1 “shared epitope” alleles represent the main risk factors (Mahdi et al. 2009). Since anti-CEP-1
antibodies are directed against a target antigen which actually occurs in RA, their detection can provide insight
into the cause and the pathogenesis of the disease.
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IIFT HEp-2 cells Gold standard ANA screen FA 1520-#### 150
Highly specific and
Cyclic citrullinated peptide prognostic test for the
(CCP) detection of RA-specific SRS 134
anti-CCP antibodies
. . Highly specific autoantigen
ELISA C(':“t’i';'gjtigEa;f’1h)a'e”°'ase associated with particular EA 151b-9601 G 134
pep subtypes of RA
Conventional rheumatoid
Human 1gG factor IgM detection (also EA 1814-9601 M 135

available for detection of
rheumatoid factor IgA/IgG)

OhF0)
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.= subject scan the QR code or enter the Quick
= Link code [s[K] at www.euroimmun.com

93

diagnostics



http://www1.euroimmun.de/indicator/ArticleByIndicator.html?indic=Rheumatoide%20Arthritis&lang=en
http://www.euroimmun.com/

EUROIMMUN i eetive T T

a PerkinElmer company AG

Rheumatology

CTD - SLE - Vasculitis - RA - APS

>
g5
Q 9
23
23
g

]
w3
@©

E E For more information on this subject scan
L % the QR code or enter the Quick Link code
[m] i BEME at www.euroimmun.com

Anti-phospholipid syndrome

B Clinical information: The first official classification criteria for anti-phospholipid syndrome (APS) were drafted
in 1998 at a workshop at the 8™ International Symposium on Anti-phospholipid Antibodies in Sapporo, Japan
(Sapporo criteria; Wilson et al., Arthritis & Rheumatism 1999). According to these criteria, APS can be considered
proven if at least one clinical and one serological criterion are met. Clinical criteria include vascular thrombosis,
which must be established according to the stipulated criteria, and pregnancy complications such as premature
births, spontaneous abortions and eclampsia.

When the criteria were updated in 2004 (Miyakis criteria; Miyakis et al., Journal of Thrombosis and Haemostasis
2005) antibodies against B2 glycoprotein 1 were added. Fulfilment of the criteria now encompasses at least one of
the following three parameters: antibodies against cardiolipin (ACA; IgG or IgM) or B2 glycoprotein 1 (anti-B2GP1;
IgG or IgM) or a positive lupus anticoagulant (LA) test. The latter is a coagulation test. According to official re-
commendations the serological criteria for APS diagnosis are only fulfilled when the result is confirmed 12 weeks
later in a further test. A further update of the classification criteria in 2012 (Lakos et al., Arthritis & Rheumatism
2012) included the additional recommendation that when IgG and IgM tests for ACA or anti-B2GP1 IgG are nega-
tive, IgA should be tested as well.

In serological APS diagnostics autoantibodies of several immunoglobulin classes (IgAGM) can occur simultane-
ously, although often only one Ig class is detected. The association of particular immunoglobulin classes (IgAGM)
with particular clinical parameters is controversially discussed.

Since around 10% of the healthy normal population exhibit anti-phospholipid antibodies (APLA) in the form of
ACA or LA and these antibodies can also be induced by infections or specific medications (e.g. procainamide and
hydralazine), it is important to connect the serological results with