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MIKROGEN MDX AT A GLANCE
HIGH PERFORMANCE AND FLEXIBILITY

Easy Handling

>

Syndromic testing using
multiplex PCR kits

Complete PCR kits with ready-
to-use reagents

Fast and effective PCR program
run times of approx. 90 min for
all kits of the ampliCube line,
and 77-103 min for products of
the alphaCube line

Predefined combinations of
PCR kits (pathogen groups)
up to 9 kits for respiratory,
gastrointestinal, and sexually
transmitted infections

Reliable Diagnostics

>

Development and production
in Germany - high quality
and reliable supply capability

High reliability through internal

control for nucleic acid extraction

and inhibition in every PCR
reaction

Guaranteed stability throughout
the entire shelf life of up to
24 months from manufacture

CE-certified PCR tests in accor-
dance with Directive 98/79/EC
(IVDD) and timely transition to
EU Regulation 2017/746 (IVDR)

Maximum Flexibility

» Compatible with common Real-
Time PCR cyclers and various
RNA/DNA extraction methods

» Toolbox system of the ampliCube
product line — Individual
combination options for all kits
through uniform PCR setups
and cycling programs

» Option for full or semi-automation



RESPIRATORY INFECTIONS

In recent years, respiratory infections have gained
significant importance worldwide — not least due to
new and recurring pathogens. Even since before the
COVID-19 pandemic, caused by the novel coronavirus
SARS-CoV-2, Real-Time PCR has come into focus as
the gold standard of molecular diagnostics.

This technology enables fast, precise, and compre-
hensive identification of respiratory pathogens
for targeted therapy and effective infection control.
Manage all molecular diagnostic requirements
during cold and flu season with our broad Mikrogen
Real-Time PCR portfolio!

Comprehensive test portfolio for common
bacterial and viral pathogens of respiratory
infections:

- 6 bacterial panels
(detection of 15 bacteria)
- 7 viral panels
(detection of 22 viruses)
- pathogen-specific individual detections

Parallel detection of Legionella spp.

and L. pneumophila accelerates diagnostics
and ensures non-pneumophila-related legio-
nellosis is reliably detected

High specificity for Bordetella pertussis
through additional distinction from
Bordetella holmesii, as the primary target
region can occur in both species

Reliable SARS-CoV-2 detection through
detection of two independent target regions

- proven since the beginning of the COVID-19

pandemic

Additional detection of Influenza A virus
(HIN1)pdmO9 if needed

Quantitative P.jirovecii detection for
supportive differentiation between
colonization and infection as well as
for clinical assessment and monitoring

Differentiated diagnostics through simul-
taneous detection of Mycobacterium
tuberculosis complex (MTB) and non-
tuberculous mycobacteria (NTM incl. MAC)

Reliable detection of season-specific
pathogen variants through continuous
sequence monitoring by our internal
Research & Development department

Coxiella burnetii may also —though rarely -
cause atypical pneumonia; transmission
typically occurs via contaminated dust
particles.




RESPIRATORY INFECTIONS

ampliCube
Art.No. | Det.| Assays Blue Green Yellow Orange Red Dark Red
. A SARS-Beta-CoV/ HCoV (229E, HKU1, "
50142 50 | ampliCube Coronavirus Panel - MERS-CoV Sarbeco (Screening) NL63, 0C43) IC -
; . SARS-Beta-CoV/ SARS-CoV-2
- .22 - — 3 -
50143 | 50 | ampliCube Coronavirus SARS-CoV-2 Sarbeco (Screening) (Confirmation) IC
; . SARS-CoV-2 SARS-Beta-CoV/
-CoV-2 2 _ *
50163 | 50 | ampliCube Respiratory Flu & SARS-CoV-2 Influenza A Influenza B (Confirmation) IC Sarbeco (Screening)
50173 | 50 | ampliCube Respiratory Flu & SARS-CoV-2 LC'2 SARS-Beta-CoV/ Influenza A Influenza B SARS-CoV-2 Ic* -
Sarbeco (screening) (Confirmation)
50151 50 | ampliCube Respiratory Bacterial Panel 1.1 - Chlamydophila pn. Mycoplasma pn. Legionella pn. ICc* Legionella spp.
50153 | 50 | ampliCube Respiratory Bacterial Panel 1.1 LC’ Legionella spp. Chlamydophila pn. Mycoplasma pn. Legionella pn. IC* -
50111 50 | ampliCube Respiratory Bacterial Panel 2 - Bordetella pertussis Bordeti:‘l:s;araper- Bordetella holmesii | IC* -
50121 50 | ampliCube Respiratory Bacterial Panel 3 - Streptococcus pn. Staphylococcus H.aemophllus IC* -
aureus influenzae
50131 50 | ampliCube Respiratory Bacterial Panel 4 - Moraxella catarrhalis | Klebsiella pn./oxytoca - IC* -
50102 | 50 | ampliCube Respiratory Viral Panel 1 - Influenza A Influenza B Inﬂue:z;%q(mm) ICc* -
50112 50 | ampliCube Respiratory Viral Panel 2 - Parainfluenza 1-4 Bocavirus - IC* -
50122 50 | ampliCube Respiratory Viral Panel 3 - Parechovirus Metapneumovirus RSV (A,B) IC* -
50132 | 50 | ampliCube Respiratory Viral Panel 4 - Rhino-/Enterovirus - Adenovirus IC* -
50152 50 | ampliCube Respiratory Viral Panel 5 - Influenza A Influenza B RSV (A,B) IC* -
alphaCube
Art. No.| Det.| Assays Blue Green Orange Red YLW Dark Red
Bordetella Bordetella "
830559 | 96 | alphaCube Bordetella B pertussis parapertussis B Ic B
Legionella
830539 | 96 | alphaCube Legionella - pneﬁmophila - - e -
830535 | 96 | glphaCube PanLegionella - Legionella spp. - - Icx -
M. tuberculosis %
830561 | 96 | glphaCube MTB - complex (MTB) - - Ic -
M. tuberculosis Mycobacterium Non-tuberculous "
830566 | 96 | alphaCube MTB/NTM/MAC - complex (MTB) avium complex (MAC) Mycobacterium (NTM) Ic -
- " Internal System
830580 96 | glphaCube P.jirovecii quant - Pneumocystis jirovecii Control {ISC) - Ic* -
Enteroviruses (Entero-/
830509 | 96 | glphaCube Entero 2.0 - Coxsackie-/Echo-/ - - IC* -
Poliovirus)
830555 | 96 | glphaCube Q-Fever - Coxiella burnetii - - Ic* -

* Internal Control

TLC kits are designed for use exclusively with the Roche LightCycler®480 Il

2 Test kits with 500 det. available

Overview of Respiratory Pathogen Groups




GASTROINTESTINAL INFECTIONS

Gastrointestinal infections are among the most com-
mon causes of acute illness worldwide. Foodborne
outbreaks as well as clusters in community facilities
such as daycare centers, nursing homes, or hospitals
occur regularly. The pathogen spectrum ranges from
bacterial pathogens such as Salmonella, Campylo-
bacter, or Shigella to highly infectious viruses such as
Noro- and Rotaviruses.

Compared to traditional culture methods, our modern
Real-Time PCR-based in vitro diagnostics now enables
the simultaneous, precise, and rapid detection of
numerous pathogens. Instead of days, receive re-
sults within just a few hours, target gastrointesti-
nal infections for therapy through our Real-Time PCR
portfolio, interrupt infection chains early, and thereby
effectively contain potential outbreaks.

Comprehensive test portfolio for
common bacterial and viral pathogens
of gastrointestinal infections: 2 bacterial
and 2 viral panels

Differentiation of pathogenic Escherichia coli
variants through detection of toxin-producing
genes (Shiga toxins, Stx1+2)

Broad Norovirus kit portfolio — with or with-
out differentiation of Norovirus genotype |
and lI; available as individual detection or
as multiplex assay in combination with
additional viral gastroenteritis pathogens

Increased diagnostic hit rate in unclear viral
gastroenteritis through detection of Sapovirus;
particularly relevant for children, elderly
people, and community facilities

For the detection of C. difficile, the differen-
tiation of Toxin A and B enables the detection

of atypical (A-/B+) strains and increases
diagnostic reliability through targeted detec-
tion of the central virulence factor Toxin B

ampliCube
Art. No. | Det. | Assays Blue Green Yellow Orange Red Dark Red
50001 | 50 | ampliCube Gastrointestinal Bacterial Panel 1 - Campylobacter s Salmonella s Yersinia ICc* -
P 124 PP- PP- enterocolitica
50011 50 | ampliCube Gastrointestinal Bacterial Panel 2 - VTEC (STX1+2) Shigella/EIEC ETEC IC* -
50002 | 50 | ampliCube Gastrointestinal Viral Panel 1 - Norovirus (GI+II) Rotavirus Adenovirus IC* -
50012 | 50 | ampliCube Gastrointestinal Viral Panel 2 - Sapovirus - Astrovirus IC* -
alphaCube
Art. No. | Det. | Assays Blue Green Orange Red YLW Dark Red
830584 96  alphaCube C.difficile _ Clostndlu.rn difficile _ Clostndlu.rn difficile Ic* _
Toxin A Toxin B
Enteroviruses (Entero-/
830509 96 | alphaCube Entero 2.0 - Coxsackie-/Echo-/ - - Ic* -
Poliovirus)
PP1** - Norovirus (Gl) Rotavirus Norovirus (GII) Ic* -
830503 | 96 | alphaCube gastroplexVirus
PLUS 2.0 . . .
Pp2** - Sapovirus Astrovirus Adenovirus IC* -
830513 | 96 | alphaCube Noro - Norovirus (GI+1) - - Ic* -

* Internal Control ** Primer-Probe Mix

Overview of Gastrointestinal Pathogen Groups




SEXUALLY TRANSMITTED DISEASES

The number of reported syphilis cases (Treponema
pallidum) reached a new record high in Germany in
2024 with over 9,500 cases — a clear indication of the
continued high relevance of sexually transmitted in-
fections. In addition to Treponema pallidum, Chlamy-
dia trachomatis, Neisseria gonorrhoeae, Mycoplas-
ma genitalium, and viral pathogens such as HSV-1/2
also play a central role in diagnostics.

Coinfections are not the exception but a common
reality, particularly in sexually transmitted infections.
They can mask symptoms, complicate treatment,
and increase the risk of developing resistances.
Our multiplex PCR diagnostics enables the simulta-
neous, sensitive detection of multiple STD pathogens
from a single sample - fast, precise, and regardless of
which pathogen cultures. This provides a more com-
plete picture of the infection situation and supports
targeted, calculated therapy that takes known resis-
tance patterns into account and avoids the develop-
ment of new resistances.

Multiplex Real-Time PCR kits with
combinations of typical STD co-infection
parameters

Clinically relevant combination of

C. trachomatis and N. gonorrhoeae,
extended by M. genitalium as a frequently
underdiagnosed, treatment-requiring
pathogen for comprehensive STD diagnostics

Differentiation between Ureaplasma
parvum and Ureaplasma urealyticum

Test design with high clinical relevance
in ampliCube STD Panel 3:

Since ulcers common in herpes simplex
infections often cannot be clinically
distinguished from syphilitic lesions,
targeted molecular differential diagnosis
between HSV and Treponema pallidum
is essential

ampliCube
Art. No. | Det. | Assays Blue Green Yellow Orange Red Dark Red
50301 | 50 | ampliCube STD Panel 1 - Chlamydia trachomatis Neisseria gonorrhoeae Mycqplaﬁma Ic* -
genitalium
50322 | 50 | ampliCube STD Panel 2.1 - Trich Mycopl hominis Ureaplasma Ic* Ureaplasma
urealyticum parvum
50312 | 50 | ampliCube STD Panel 21 LC' Ureaplasma .., Mycoplasma hominis |  Ureaplasma Ic* -
parvum urealyticum
50303 | 50 | ampliCube STD Panel 3 - HSV 1/2 Treponema pallidum - IC* -

* Internal Control 'LC kits are designed for use exclusively with the Roche LightCycler®480 II

Overview of STD Pathogen Groups




TICK-BORNE INFECTIONS

Driven by climate change and altered habitats,
tick-borne infectious diseases have been increasing

significantly in Europe for years. In addition to the
Broad portfolio of single and multiplex

Real-Time PCR kits

well-known tick-borne pathogens Borrelia burgdorferi
(Lyme borreliosis) and tick-borne encephalitis virus

(TBE), other pathogens such as Rickettsia, Babesia or Applicable for both human sample material
Ehrlichia (Anaplasma) are also increasingly emerging. and directly from the tick

Molecular diagnostics using Real-Time PCR enables All Real-Time PCR kits can be freely

fast and highly sensitive detection of multiple tick- combined through identical PCR programs

borne pathogens - essential for early therapy and
High specificity for Borrelia burgdorferi

sensu lato; no cross-reactivity with
Borrelia miyamotoi, which does not belong

prevention of severe disease courses.

to the B. burgdorferi sensu lato complex

alphaCube Q-Fever — one of the few
available PCR tests for this rare, zoonotic
pathogen which is subject to reporting
for fast, reliable direct detection during
the acute phase of disease.

alphaCube
Art. no. | Det. | Assays Blue Green Orange Red YLW Dark Red
830525 | 96 | alphaCube Babesia - Babesia - - Ic* -

830527 | 96 | alphaCube Borrelia _ Borrelia burgdorferi _ _ 1o+ B

(sensu lato)

830576 | 96 | alphaCube Borrelia/Rickettsia _ Borrelia burgdorferi - Rickettsia sp. Ic* -
(sensu lato)

830533 | 96 | alphaCube Ehrlichia - Ehrlichia (Anaplasma) - - Ic* -

830519 | 96 | alphaCube TBE - TBE - - IC* -

830568 | 96 | alphaCube TBE/WNV - TBE West Nile Virus - Ic* -

830555 | 96 | alphaCube Q-Fever - Coxiella burnetii - - Ic* -

* Internal Control

For extraction from tick material, we offer you robust extraction and inhibition controls that withstand tick
lysis, as well as a special reagent for efficient lysis of the tick.

The control can be pipetted directly into the sample before the start of nucleic acid extraction. Monitor the
entire analytical process from nucleic acid extraction to amplification.

Art. No. |Reac.| Extraction/Inhibition Control for alphaCube Products

831012 | 96 alphaCube BLP-DNA Bacteria Like Particles DNA can be used as an extraction control in combination with alphaCube Real-Time PCR
(Bacteria Like Particles DNA) products for the detection of bacterial pathogens.

831010 | 96 alphaCube VLP-RNA Virus Like Particles RNA can be used as an extraction control in combination with alphaCube Real-Time PCR
(Virus Like Particles RNA) products for the detection of viral RNA pathogens.




TROPICAL FEVER DISEASES

Arboviral infections such as TBE, West Nile, Dengue,
Chikungunya, and Yellow Fever virus are central com-
ponents of modern tropical and travel medicine and
are gaining increasing significance in Central Europe
due to globalization and climate change.

Multiplex Real-Time PCR enables simultaneous and
highly sensitive detection of multiple pathogens
from a single sample - fast, specific, and indispen-
sable for early, differentiated clarification of febrile

» Pathogen panels for tropical and European

viral fever diseases

Increasing spread of invasive mosquitoes is
leading to rising Chikungunya and Dengue
cases — both targets combined in Primer-Probe
Mix 2 of the alphaCube Tropical Fever 1 test

illnesses. Coverage of all Dengue virus genotypes (1-4)
by alphaCube Tropical Fever 1

alphaCube

Art. No. | Det. | Assays Blue Green Orange Red YLW Dark Red

830568 | 96 | alphaCube TBE/WNV - TBE West Nile Virus - Ic* -

PP+ -

830563 | 96

Yellow Fever Virus - Zika Virus Ic* -

alphaCube Tropical Fever 1
PP2** -

Chikungunya Virus | Dengue Virus (1-4) - Ic* -

* Internal Control, ** Primer-Probe Mix

Hepatitis E virus (HEV) is one of the most common
viral causes of acute hepatitis worldwide. Immu-
nosuppressed patients are particularly at risk, as
chronification frequently occurs, potentially leading
to liver cirrhosis. In order to monitor treatment and
ensure therapy control, quantitative determination of
viral load using nucleic acid amplification technology
(NAT) is therefore crucial. Our ampliCube HEV 2.0
Quant is a highly sensitive and flexible Real-Time PCR
test system for the detection of human-pathogenic
HEV genotypes in plasma, serum, or stool.

ampliCube

HEPATITIS E

High sensitivity suitable for individual
determinations and sample pools

Detection of all occurring human-
pathogenic genotypes (1-4)

Extended detection window thanks to

validated serum/plasma and stool samples:
HEV RNA reliably detectable (plasma/serum
2-4 weeks, stool up to 6 weeks) —

for precise monitoring from approx. 2 weeks
after infection.

Qualitative and/or quantitative evaluation
(IU/ml) — ensured by four standards
included in the kit

Art. No.| Det. | Assays Blue

Green Yellow Orange Red Dark Red

55002 | 50

ampliCube HEV 2.0 Quant -

Hepatitis E Virus - - IC* _

* Internal Control




MULTIDRUG RESISTANCE

Multidrug-resistant pathogens pose a significant
challenge to healthcare systems worldwide, as resis-
tance genes substantially limit the efficacy of key an-
tibiotic classes. Resistances to 3-lactam antibiotics,
especially carbapenems, as well as resistances to
reserve antibiotics such as linezolid and vancomycin
are of particular clinical relevance.

Molecular resistance diagnostics using Real-Time
PCR enables the rapid detection of relevant resistance
genes.

Timely molecular detection supports targeted anti-
microbial therapy, optimizes hygiene measures, and
contributes to the epidemiological surveillance of an-
timicrobial resistance.

Fast and reliable clarification of individual
resistance mechanisms ensures optimized

antibiotic therapy

Personalized resistance analysis through
customized combination of individual
MDR panels possible

Broad range of applications for various
sample materials:

Suitable for both culture plates with
selective media and swab samples

Batch testing instead of POC:
efficient in outbreak situations

ampliCube

Art. No. | Det. | Assays Blue Yellow Orange Red Dark Red
50403 | 50 | ampliCube MDR Panel 3 _ CTX-M15 (group 1) - CTX-M14 (group 9) Ic* -
50404 | 50 | ampliCube MDR Panel 4 - VIM OXA-48-like Ic* -
50406 | 50 | ampliCube MDR Panel 6 - crf (A/B)/optrA vanA vanB Ic* -

* Internal Control

Resistance Detection Overview

MDR Panel Resistance Detection Detected Genes Target Group Examples

CTX-M15  Cefotaximase-

ampliCube MDR Panel 3 $3-Lactam Antibiotics

CTX-M14  Cefotaximase-

Munich (Group 1)

Klebsiella pneumoniae,
Escherichia coli,
Escherichia cloacae

Enterobacteriaceae with ESBL
(Extended-Spectrum
Beta-Lactamase)

Munich (Group 9)

B-type resistance

IMP Imipenemase
ampliCube MDR Panel 4 Carbapenems VIM Verona Integron-encoded Gram-negative, esp. Pseudafnonus
Metallo-B-Lactamase Pseudomonadaceae aeruginosa
OXA Oxacillinase (OXA-48-like)
cfrA/B chloramphenicol
florfenicol resistance
optrA oxazolidinephenicol Enterococcaceae, VRE Enterococcus faecalis,
. . . . resistance (Vancomycin-resistant Enterococcus faecium,
ampliCube MDR Panel 6 Linezolid, Vancomycin vanA Vancomycin Enterococci) Staphylococcus aureus
A-type resistance
vanB Vancomycin

Clinically Relevant Resistance Mechanisms

» ESBL-producing Enterobacterales are among the
most common causes of resistance to cephalospo-
rins (3rd generation) worldwide, with an increase
in both hospital and outpatient settings

and worldwide, an increasing spread of

carbapenemase genes is observed, particularly

in Klebsiella pneumoniae.

Vancomycin-resistant enterococci (VRE),

» Carbapenemase-producing gram-negative bacteria
(CRE/CPE) are among the most critical multidrug-
resistant pathogens. In many regions of Europe

especially Enterococcus faecium, are established
nosocomial pathogens with an increasing trend.



ADDITIONAL INFECTIOUS AGENTS

Other kits in the PCR portfolio: simultaneous
detection of HSV 1/2 and VZV aids diagnostic
decision-making in cases of skin/mucosal lesions,
CNS infections and unclear differential diagnoses.
Both viruses persist for life; following primary infecti-
on (chickenpox), VZV can reactivate as herpes zoster.

MRSA tests enable specific MRSA identification;
parallel of both genes
increases diagnostic certainty. Optionally, PVL de-

detection resistance
tection supplements the diagnosis with a relevant
virulence marker for severe infections and supports
targeted therapeutic and hygiene measures.

alphaCube HSV/VZV Kit: Detection and
differentiation of HSV-1, HSV-2, and VZV

Two MRSA tests to choose from:
MRSA detection with and without additional
detection of the PVL toxin (virulence factor)

Reliable and specific MRSA identification
through two MRSA markers: SCCmec-orfX
(presence of the resistance gene) and mecA/
mecC genes (detection of functional resistance)

PVL (Panton-Valentine Leukocidin) Toxin:
critical virulence factor for the further course

of infection
alphaCube
Art. No.| Det. | Assays Blue Green Orange Red YLW Dark Red
830572 96 alphaCube HSV/VZV - HSV-1 HSV-2 vzv Ic* -
830557 96 | alphaCube MRSA 3.0 - MRSA SSCmec/orfX - mecA/mecC Ic* -
830570 | 96 | alphaCube PVL-MRSA - MRSA SCCmec/orfX PVL mecA/mecC Ic* -

* Internal Control

ADDITIONAL REAGENTS

In multiplex Real-Time PCR analyses, multiple fluore-
scent dyes are detected simultaneously. Since their
emission spectra partially overlap, so-called "cross-
talk" between the color channels can occur — an effect
that can compromise measurement results. Through
targeted color compensation, these overlaps are
mathematically corrected. Each channel is precisely
calibrated so that the signals are clearly separated
and reliably evaluated. The result: highest accuracy,
reproducible results, and optimal performance for all
multiplex assays.

» For LightCycler® 480 Il or cobas z 480
Analyzer, a Color Compensation File
must be set-up in advance using Color

Compensation Kits in order to analyze
Multiplex Real-Time PCR kits.

For QuantStudio 5 (Thermo Fisher)
or CFX (BioRad), a corresponding dye
calibration must be performed in advance.

Art. No. |[Runs| ampliCube and alphaCube Reagents
50502 | 2 | ampliCube Color Compensation Kit for LightCycler® 480 Il (Roche Diagnostics GmbH)
50503 | 2 | ampliCube Color Compensation Kit for cobas z 480 Analyzer (Roche Diagnostics GmbH)
50504 | 2 | ampliCube Dye Calibration Set for QuantStudio 5 (Thermo Fisher/Applied Biosystems)
50505 | 2 | ampliCube Dye Calibration Set for CFX 96 ™ Touch and CFX Opus 96 (Bio-Rad Laboratories Inc.)
831009 3 | alphaCube LC480 Colour Compensation (Roche Diagnostics GmbH)
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OVERVIEW OF MIKROGEN MDX WORKFLOWS
FULLY AUTOMATED OR CUSTOMIZED - THE CHOICE IS YOURS

EXTRACTION - LIQUID HANDLING — AMPLIFICATION - INTERPRETATION

Manual workflow Semi-automation Full automation

M " ! . Semi-automated isolation of nucleic acids, ampliCube
ﬂdn“a fa.mp ?deePa'aﬁ'O" e.g., using alphaClean Mag RNA/DNA kits Sample-to-Result System
and nucleic acid extraction and Biocomma extractors for the ampliCube PCR product family

L ‘
N
Manual liquid handling Automated liquid handling
PCR setup PCR setup with Myra
Roche .
Bio Rad
LightCycler® CIlSX gé
80
- 1
\
Roche cobas|
2480
Analyzer
Amplification using Mic —
or other validated PCR — Ampl!:::atlop s
cyclers (see overview) poutsfilr :yc‘:lsel :sg

Automated data analysis
with curve plotting using
FastFinder software on select
PCR cyclers

|

LIS integration

Flexible and Safe — Validated PCR Cyclers

Cycler ampliCube Product Line alphaCube Product Line
Mic (Magnetic Induction Cycler) validated validated

Roche LightCycler® 480 Instrument Il validated validated

Roche cobas® z 480 Analyzer validated -

Qiagen Rotor-Gene® Q validated validated
Bio-Rad CFX Touch 96 validated validated
Bio-Rad Opus 96 validated compatible
Applied Biosystems (QuantStudio™ 5 Dx) validated compatible
Stratagene Mx3000P compatible validated

We are happy to inform you about other PCR cyclers upon request!



SEMI-AUTOMATED MOLECULAR DIAGNOSTICS

AUTOMATED RNA/DNA EXTRACTION SYSTEM (INSTRUMENT & KITS)

EXTRACTOR

» Biocomma M48 or M96, for up
to 48 or 96 samples respectively

EXTRACTION KITS AND REAGENTS

» Fast, simple, and clean nucleic acid isolation with

high yield for both RNA and DNA in parallel

» Turnaround Time (TAT): 40 min per run » Suitable for a wide variety of clinical sample
materials (e.g., whole blood, urine, stool, tissue),

» UV light for decontamination

» Pre-installed protocol for processing
the alphaClean Mag RNA/DNA Kit

» Easy operation via instrument display

food and environmental samples

» Magnetic bead or spin column system

» Magnetic bead system validated for Biocomma

RNA/DNA Extraction — the alphaClean Product Line

and KingFisher extractors

Art. No. Pack Size Products and Reagents for Sample Preparation Description
831002 200 Isolations alphaClean Mag RNA/DNA Magnetic bead-based system for the isolation of nucleic acids
. (RNA/DNA)
831028 800 Isolations
831025 200 mg alphaClean Proteinase K Proteinase K from Tritirachium album, Molecular Biology Grade,
lyophilized, Activity: 2 2.5 U/mg (Casein, 37°C).
831031 800 mg
831004 200 Isolations alphaClean Pure RNA/DNA Spin column-based system for the isolation of nucleic acids
(RNA/DNA)
831000 100 Isolations alphaClean Nucleic Acid Release Reagent Reagent for the enzymatic extraction of nucleic acids from
tissue samples, ticks, insects, and swabs
831013 100 Isolations alphaClean PLUS Nucleic Acid Release Reagent Reagent for the enzymatic extraction of DNA from bacterial
cultures and swabs
Art. No. Pack Size Consumables Description
831027 1000 alphaClean Collection tube 2 'T'l reaction tubes, compatible with alphaClean Pure RNA/DNA
spin columns. DNase-, RNase-, and pyrogen-free
. 96-Well Collection Plates, 2.2 ml, round well, U-bottom,
31314 24 96-Well Collection Plate for M48 and M96
31315 400 (200 x 2) 8-magnetic sets 8-combs for the M48
31316 36 96-magnetic sets 96-combs for the M96
Extractors
Art. No. Extraction Instrument Dimensions (H/W/D) Weight Samples
31328 Biocomma M48 54 x50 x 46 cm 40 kg 48
31292 Biocomma M9%96 76 x 48 x 57 cm 59 kg 96

1
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SEMI-AUTOMATED MOLECULAR DIAGNOSTICS

LIQUID HANDLING WITH MYRA

Myra is a state-of-the-art liquid handling system for
fully automated pipetting of PCR setups. Equipped
with a high-precision pipette, advanced motion con-
trol systems, decontamination systems and an in-
tegrated camera for calibrating plastic materials, the
system ensures flawless results and reduces human
errors during PCR setup.

Myra offers high flexibility in configuration through
its universal slots and is compatible with virtually any
common plastic ware from your laboratory — from PCR
plates, 2-5 mL tubes, to deep-well plates, and much
more. The fast, user-friendly, and maintenance-free
instrument enables effective time savings and error-
free PCR setups for your daily laboratory routine.

Myra - Liquid Handling System

Compact, flexible, low-error, and reliable
5 modular slots for plates and tubes

Compatible with common plastic ware:
Tubes, strips, 96-/384-well plates,
deep-well plates

Turnaround time: 96-well plate, 1 kit,

94 patients approx. 25 min
Pipetting volume 1-50 pL, low dead volume

Free pre-programmed Mikrogen templates

Additional Equipment and Consumables

Dimensions (H/W/D) 31x35x46cm Art. No. Description
Weight 9 kg 31344 MYRA HEPA Filter
) MYRA 50pl Single Channel Pipetting Head
Samples flexible 31270 (Replacement Pipetting Head)
Art. No. 31269 31273 MYRA 384 Well Tips

Consumables and various adaptors (for Myra) can be obtained through MIKROGEN.

Coming soon: Myra9 Basis — more slots and maximum flexibility




SEMI-AUTOMATED MOLECULAR DIAGNOSTICS

AMPLIFICATION WITH MIC

Benefit from the latest technology with Mic, the
world's first magnetic induction cycler for Real-
Time PCR. As a particularly precise, maintenance-free
and space-saving Real-Time PCR cycler, Mic delivers
extremely reliable results and fits inside any laboratory.
The excellent reproducibility of results helps in daily
laboratory operations by reliably answering qua-
litative and quantitative questions in molecular
diagnostics. Simply load our Mic assay templates for
the complete ampliCube and alphaCube product lines
into the cycler with just a few clicks and access our
broad PCR product portfolio.

Compact rotor cycler for 48 PCR tubes
Fast heating and cooling through induction

Turnaround time:
45 cycles in approx. 90 min

Bluetooth connectivity:
Multiple instruments controllable possible
from one PC

Mic - Real-Time PCR-Cycler Comsumables
Dimensions (H/W/D) 13x15x 15 cm Art. No. Pack Size | Description
Weight 2 kg 31181 960 MIC Tubes and Caps
Samples 48
Art. No. 31385

Assay templates

13
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FULLY AUTOMATED MOLECULAR DIAGNOSTICS

ampliCube — BORN TO TEST

Workflow

Nucleic Acid
Extraction

PCR Setup

Amplification

Born to be safe

» Thinking ahead early
IVDR certified system

» Precisely controlled
Barcode tracking of the
complete workflow

» Reliably interpreted
Automated data analysis
with curve display

Born to be productive

> Efficiently deployed
True walk-away system from
sample-to-result

» Flexibly built
Extraction, PCR setup,
amplification — Complete
workflow or individual steps

> Efficiently used
Reusable eluates through
active cooling

Born to be versatile

>

Strong portfolio

Comprehensive test portfolio for

infectious disease diagnostics

Targeted use

Detection of respiratory,
gastrointestinal, and sexually
transmitted pathogens

Predefined combinations
Assembled pathogen groups
according to clinical question
and requirement

Art. No. Fully Automated System

Dimensions (H/W/D)

Weight

Sample Throughput

31356 ampliCube

903 x 1664 x 795 mm

Approx. 170 kg

< 4 hrs/96 reactions

All additionally required articles and consumables can be obtained through Mikrogen.

Overview of validated pathogen groups on the ampliCube




ampliCube DECK LAYOUT

SMART ARRANGEMENT OF COMPONENTS

. Extraction

Tips Lid for eluate gents and
plate

setup

|

\

rea-

PCR Heating Ther-

moshaker Magnet

Waste: Separation of

g

2 Mic Real-Time PCR
Cyclers for 48 samples
each

Cooling blocks for PCR
reagents

Tip Park Module
for saving tips

—.-

Extraction buffer:
Container reusable

solid and liquid com-
ponents

Barcode Scanner

///
3///

Cooling of eluates
for further use

Sample carrier
for all common
primary tubes

Maximum efficiency: Exemplary diagnostic workflow with turnaround times (TAT):

TAT: 10min 3h 50 min 3h 50 min

Run 2
Re-Loading

Run 1

Loading
Extraction-Setup-PCR

Start
Daily
Maintenance

8:00 8:10 12:00

Loading capacity: Number of patients

ampliCube Pathogen Groups + . Number of
Individual Kits RUMBERCRIts Patients per Run
8 10
7 10
6 14
Pathogen groups consisting 5 14
of 2-8 individual kits
4 22
3 22
2 46
Individual Kit 1 92

Extraction-Setup-PCR

3h 50 min S5min

Run 3

Re-Loading
Extraction-Setup-PCR

Stop
Unloading

Shutdown

15:50 19:40 19:45

3 runs per day possible

Maximum capacity:
Up to 276 patients/day with
3 pathogen detections each

Number of possible patients/runs
depends on the pathogen group

Overnight runs possible due to active
cooling of reagents

ampliCube Video
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ANALYSIS OF REAL-TIME PCR RUNS

FASTFINDER SOFTWARE

FastFinder is an analysis software with integrated
validity control and automatic result interpretation
— for faster, standardized, and low-error analysis of

Real-Time PCR runs.

FASTFINDER SOFTWARE INTERFACE

Automatic
validity check

FastFinder List of Available Plugins

Browser-based with laboratory-specific
access and highest data security standards

Trained curve algorithm for each ampliCube
Panel

Automatic validity control according to
the ampliCube instructions for use

Automatic result interpretation of positive
and negative samples

LIMS connectivity:
Fast and low-error transfer of results

Clear data archiving

LIMS

connectivity

-
\\
A
Automatic Display of
result PCR curves

interpretation

and Ct values



MIKROGEN QUALITY PROMISE

Highest Quality Standards

>

Development and manufac-
turing under strict quality
standards in Germany

Internal and External Quality
Controls:

- Regular participation in
proficiency testing with all
PCR panels

- In-silico sequence analysis
of pathogen variants

CE-certified kits incl. timely
transition to IVDR

Direct Customer Support

» Availability of the PCR Support
Team via email or phone at any

time during regular business
hours

Assistance with questions
about PCR kits, processing,
or evaluation

Demo appointments for
automation solutions

Scientific Expertise

» Mikrogen offers platforms
for scientific exchange
and continuing education:

- Regular expert lectures
as webinars

- Mikrogen Symposium
with expert presentations

» Participation in and conduct
of studies, such as comparative
testing and publication

» Participation in conferences
and trade fairs with posters
and expert presentations and

requirement

17
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