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Date of issue: 16.03.2026

This annex is part of the Accreditation Certificate D-EP-15117-01-00.

Holder of the Accreditation Certificate:

Stiftung fiir Pathobiochemie und Molekulare Diagnostik
Referenzinstitut fir Bioanalytik
Friesdorfer Strafle 153, 53175 Bonn

with the location

Stiftung fiir Pathobiochemie und Molekulare Diagnostik
Referenzinstitut fir Bioanalytik
Friesdorfer Strafle 153, 53175 Bonn

The proficiency testing provider meets the requirements of DIN EN ISO/IEC 17043:2023 to carry
out the conformity assessment activities listed in this annex. The proficiency testing provider
meets additional legal and normative requirements, if applicable, including those in relevant
sectoral schemes, provided that these are explicitly confirmed below.

The management system requirements of DIN EN ISO/IEC 17043 are written in the language
relevant to the operations of proficiency testing providers and they conform to the principles of
DIN EN 1SO 9001.

Proficiency testing in the field Medical laboratory

This annex to the certificate was issued by the Deutsche Akkreditierungsstelle GmbH (DAkkS) and is digitally sealed.

This annex to the certificate is only valid together with the written accreditation certificate and reflects the status as indicated
by the date of issue. The current status of any valid and surveyed accreditation can be found in the directory of accredited
bodies maintained by Deutsche Akkreditierungsstelle GmbH (www.dakks.de).

Abbreviations used: see last page page 1 of 9
This document is a translation. The definitive version is the original German annex to the accreditation certificate.
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Within the given types of test parameters /analytes marked with * the proficiency testing provider is
permitted, without being required to inform and obtain prior approval from DAKKS, to include of
proficiency tests within the scope of accreditation.

The proficiency testing provider maintains a current list of all proficiency tests in a flexible scope of
accreditation.
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Proficiency testing in the field Medical laboratory
Measurands
Testing field Matrix/product / Proficiency testing schemes
test parameters
Clinical Serum Pharmaceuticals* Quantitative EQA schemes (QUEP):
Chemistry Therapeutic drug monitoring (AK)
CSF, serum, urine | Conventional Clinical Quantitative EQA schemes (QUEP)
Chemical Analytes* and qualitative EQA schemes (QAEP):

Clinical chemical analytes in
cerebrospinal fluid (CSF) (KL)

Clinical chemical analytes in serum
"wet chemistry" (KS)

Clinical chemical analytes in urine
(KU)

Clinical chemical analytes in serum
"dry chemistry" (TR)

Serum, hemolysed | Special Chemical Quantitative EQA schemes (QUEP)
blood, whole Analytes* and Qualitative EQA schemes (QAEP):
blood, hemolysate Ammonia (AM),

Immunosuppressives (CS)

CD Transferrin (DT)

Ethanol (ET)

Glucose "wet chemistry" (GL)
Glucose "POCT" (GLX)
Glycated hemoglobin (GH)

Whole blood, Hematological analytes* | Quantitative EQA schemes (QUEP)
blood slides and Qualitative EQA schemes (QAEP):
(stained), blood Automatic differential count (AD)

preparation Hematology - Differential blood count

(DF)
Hematology — Full blood count (HA)

Immunophenotyping (flow
cytometry) (IS)

Reticulocytes (RE)
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Measurands
Testing field Matrix/product / Proficiency testing schemes
test parameters
Clinical Plasma Hemostaseological Quantitative EQA schemes (QUEP)
Chemistry analytes* and partly qualitative EQA schemes
(QAEP):
D-Dimer (DD)
Coagulation (GR)
Serum, filter paper| Analytes of newborn Quantitative EQA schemes (QUEP):
cards with dried | screening* Neonatal bilirubin (BI)
blood drops Newborn screening (NBS)
Gas equilibred Blood gas analyses* Quantitative EQA schemes (QUEP):
solutions Blood gas (BG)
Serum, whole Cardiac Markers* Quantitative EQA schemes (QUEP)
blood and partly qualitative EQA schemes
(QAEP):
Cardiac markers (CM)
Urine Drug screening* Qualitative EQA schemes (QAEP):
Drug screening in urine (DS)
Serum, plasma Hormone Quantitative EQA schemes (QUEP):
determination® Hormones — Group 1 / Group 2
(HM)/(HP)
Urinary calculus Analysis of urinary Qualitative EQA schemes (QAEP):
components calculus Urinary calculus (HS)
Urine sediments | Urine sediment analytes | Qualitative EQA schemes (QAEP):
(virtual Urine sediment (US)
microscopy)
Valid from: 16.03.2026
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Measurands
Testing field Matrix/product / Proficiency testing schemes
test parameters
Clinical Urine, serum Pregnancy diagnosis* Quantitative EQA schemes (QUEP)
Chemistry and qualitative EQA schemes (QAEP):
Clinical chemistry in urine, test
strip and pregnancy test,
qualitative (KUST)
Pregnancy diagnostic (SD)
Serum, plasma Lipoproteins* Quantitative EQA schemes (QUEP):
Lipoproteins (LP)
Hemolysate Hemoglobin Derivates* | Quantitative EQA schemes (QUEP):
Hemoglobin derivates (OH)
Urine Trace elements* Quantitative EQA schemes (QUEP):
Trace elements in urine (SP)
Urine, serum Toxicological analyses* | Qualitative EQA schemes (QAEP):
Systematic Toxicologic Analysis (SX)
Toxicologic Analyses (TX)
Serum Vitamins and analgesics* | Quantitative EQA schemes (QUEP):
Vitamins and analgesics (VT)
CSF cell Analytes of cerebrospinal| Quantitative EQA schemes (QUEP):
preparation fluid diagnostics™ Cell count in cerebrospinal fluid (ZL)
CSF cytospin Morphological and Qualitative EQA schemes (QAEP):
preparations diagnostic assessment Cerebrospinal fluid cytology (2Z)
(virtual
microscopy)
Immunology Serum, plasma Special autoantibodies® | Qualitative EQA schemes (QAEP):
Special antibodies (Al)
Valid from: 16.03.2026
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Measurands
Testing field Matrix/product / Proficiency testing schemes
test parameters
Immunology Serum Rheumatoid factors* Quantitative EQA schemes (QUEP) and

partly qualitative EQA schemes (QAEP):
Rheumatoid factors (RF)

Serum Tumor markers* Quantitative EQA schemes (QUEP):
Tumor markers group 1 (TM)

Serum, plasma Analytes for allergy Quantitative EQA schemes (QUEP)
diagnostics* and partly qualitative EQA schemes
(QAEP):

Allergology (AL)

Serum Thyroid antibodies™ Quantitative EQA schemes (QUEP):
Thyroid antibodies (SA)

Serum, plasma Cytokines* Quantitative EQA schemes (QUEP)
and partly qualitative EQA schemes
(QAEP):

Cytokines (ZY)

CSF, serum Oligoclonal gangs* Quantitative EQA schemes (QUEP):

Oligoclonal bands in cerebrospinal
fluid (CSF) (OB)

Transfusion Erythrocyte Immunohaematological |Qualitative EQA schemes (QAEP):
Medicine suspension, serum, [analytes* Immunohematology for automated

Immunohematology Major (IH)

Immunohematology Minor (IM)
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Testing field Matrix/product LLETENEE/ Proficiency testing schemes
test parameters
Virology Serum, NaCl Virus serological Qualitative EQA schemes (QAEP):
matrix analytes* CMV serology (CMVimm)
HAV serology (HAVimm)
HBV serology minor (HBVimm1)
HBV serology major (HBVimm2)
HCV serology (HCVimm)
HIV serology (HIVimm)
Parvovirus B19 serology (pvB19imm)
HEV PCR (HEVpcr)
Norovirus genome by PCR (NOROpcr)
Anti-Rubella Virus (RoetLimm)
Cell culture Virus Genome Qualitative EQA schemes (QAEP):
supernatant, Detection* Genome Detection of SARS-CoV-
plasma 2 and variants (CoVpcr)
Detection of SARS-CoV-2
Antigen (CoVag)
Measles, mumps, rubella
Genome Detection (MMRpcr)
Microbiology lyophilized Bacteriological Analytes* | Qualitative EQA schemes (QAEP):
bacterial strains, Bacteriology Major (BA): 5 strains
urine samples,. Bacteriology Minor (BM): 3 strains
smear preparations
(unstained) Chlamydia trachomatis antigen
(ChlamTra)
Gram preparation (GP)
Valid from: 16.03.2026
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Testing field

Matrix/product

Measurands/
test parameters

Proficiency testing schemes

Microbiology

Serum, smear
preparation

Mycological Analytes*

Qualitative EQA schemes (QAEP):

Cryptococcus neoformans and
Candida albicans antigen (CrypCand)
Genome evidence of dermatophytes
(DermPCR)

Cultivation and identification of
fungi (MykCult)

Identification of fungi (Mykldent)
(virtual microscopy)

Preparations of
parasites in blood
and stool

Parasitological Analytes*

Qualitative EQA schemes (QAEP):

Parasites in blood (ParasitB)
(virtual microscopy)

Parasites in stool (ParasitS)
(virtual microscopy)

Plasma, serum

Infection serological
analyte*

Qualitative EQA schemes (QAEP):

Anti-Toxoplasma gondii
(ToxoGimm)

Anti-Treponema pallidum
(TrepPimm)

Various immunological
analytes (VariAimm)

Anti-Borrelia burgdorferi
(BorrBimm)

Lyophilized DNA

Bacterial genome?*,
parasite genome*

Qualitative EQA schemes (QAEP):
Genome evidence group 1,2,3,4
(BakNAT 1,2,3,4)

Clostridioides (Clostridium) difficile
toxin genome (CdToxin)

Toxoplasma gondii genome
(ToxoGen)
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Measurands
Testing field Matrix/product / Proficiency testing schemes
test parameters
Molecular Whole blood, DNA | Conventional Genetic Molecular Genetic EQA schemes
Human preparation Analytes* (MGEP):
Genetics DNA Isolation (DI)

Molecular Genetics Group 1 (MG1)
DNA Sequencing (SQ)

Plasma Oncological Analytes* Molecular Genetic EQA schemes
(MGEP):

Liquid Biopsy breast cancer panel 1
(LBbcp1l)

Circulating tumor DNA (ctDNA)

The requirements for reference institutions in Part E of the Guideline of the German Medical
Association (Richtlinie der Bundesirztekammer - Rili-BAK) for the quality assurance of laboratory
medical examinations in accordance with the resolution of the Executive Board of the German
Medical Association at its meeting on October 18.2019, last amended by resolutions of the
Executive Board of the German Medical Association on April 04.2023, published in the Deutsches
Arzteblatt on May 30, 2023, are fulfilled in relation to the special parts B1 "Quantitative laboratory
medical examinations", "B2 for "Qualitative laboratory medical examinations", B3 "Detection and
characterization of infectious agents" and B5 for "Molecular genetic and cytogenetic laboratory
medical examinations".

Abbreviations used:

DIN German Institute for Standardization e.V.
EN  European Standard
IEC International Electrotechnical Commission — Internationale Elektrotechnische Kommission

ISO International Organization for Standardization — Internationale Organisation fiir Normung
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