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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Explanation areas of expertise:

1 - physical-chemical testing
2 - toxicity studies
3 - mutagenicity studies

4 - environmental toxicity studies on aquatic and terrestrial organisms
5 - studies on behaviour in water, soil and air; bioaccumulation

6 - residue studies

7 - studies on effects on mesocosms and natural ecosystems
8 - analytical and clinical chemistry testing

9 - other studies (specify)

GLP Test Facilities/Test Sites in Germany

Analytical Clinical Concepts

Test Facility/ Test Site Address Area of Expertise
A&M 50126 Bergheim 8

Labor fur Analytik und Kopernikusstrale 25

Metabolismusforschung Service

GmbH

AbbVie 67061 Ludwigshafen 8

Deutschland GmbH Co. KG Knollstral3e

ACC GmbH 63849 Leidersbach 8

Schoéntalweg 9 — 12

Across Barriers GmbH

66123 Saarbriicken
Science Park 1

1, 8, 9 (in vitro toxicity
studies with cell systems and
tissues)

advanceCOR GmbH

82152 Martinsried
Lochhamer StralRe 29

9 (ELISA-based
measurements in serum and
plasma of animals and
humans (mainly for
pharmacokinetics and anti
drug antibody
measurements))

agro-check
Dr. Teresiak & Erdmann GbR

16833 Lentzke
DorfstralRe 15

4, 9 (determination of
residues according to
category 6 for application,
plant sampling and soil

GmbH
Priifstandort / test site

sampling)
Alvotech Germany GmbH 52428 Jilich 8
Priifstandort / test site Karl-Heinz-Beckurts-Stralle 13
Amgen Research (Munich) 81477 Minchen 8

Staffelseestralie 2
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Priifstandort / test site

Test Facility/ Test Site Address Area of Expertise
Analytisches Zentrum 12681 Berlin 1,8

Biopharm GmbH Berlin Bitterfelder Stralte 19

APURANO Pharmaceuticals 83627 Warngau 8

GmbH Birkerfeld 12

AvenCell Europe GmbH

01307 Dresden

8, 9 (determination of

Experimentelle
Toxikologie und Okologie

Tatzberg 47 toxicological properties in
vitro)
Axolabs GmbH 95325 Kulmbach 1,8
Priifstandort / test site Fritz-Hornschuch-Stralle 9
BASF Metabolome Solutions 10589 Berlin 1,8
GmbH Tegeler Weg 33
BASF SE 67117 Limburgerhof 1,4,5,6,7,8
Agricultural Solutions - Ecology | Speyerer Stralle 2
and Environmental Analytics
BASF SE 67056 Ludwigshafen 1
Analytical and Material Science
BASF SE 67056 Ludwigshafen 1,2,3,4,5,8,9

(biochemical and
pathological examinations
concerning mode of action)

Division

Human Safety - Residue
Analysis
(BAG-CS-HS-RA)

BASF SE 67056 Ludwigshafen 1
Sicherheitstechnik — L 511

Bayer AG — Crop Science 65926 Frankfurt/Main 4

Division Industriepark Hochst -

EnSa-Ecotoxicology Gebaude H 872

Bayer AG — Crop Science 40789 Monheim 1,4,5,6,7,8
Division Alfred-Nobel-Stralte 50

Environmental Safety Testing

(BAG-CS-EnSa-Testing)

Bayer AG — Crop Science 40789 Monheim 1,5,6,8

Alfred-Nobel-Stralte 50
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site

Address

Area of Expertise

Bayer AG — Crop Science
Division

Product Chemistry Analytics
Monheim (BAG-CS-PCA-M)

40789 Monheim
Alfred-Nobel-StralRe 50

1

Bayer AG — Crop Science
Division,

Product Chemistry Analytics
Frankfurt (BAG-CS-PCA-F)

65926 Frankfurt/Main
Industriepark Hochst

Bayer AG

Engineering & Technology
Process & Plant Safety -
Safety Laboratory

51368 Leverkusen
Kaiser-Wilhelm-Allee 1
Gebaude B 407

Bayer AG
GLP-Prufeinrichtung
Early Development Bayer (EDB)

42096 Wuppertal

1, 2, 3, 9 (safety
pharmacology, contract
archive services)

BBF Sterilisationsservice GmbH

71394 Kernen
Willy Rusch Straflde 10/1

9 (in vitro cytotoxicity tests;
detection of pyrogens or
endotoxins)

BIBITEC Gesellschaft flr
Prozessentwicklung mbH & Co.
KG

Priifstandort / test site

33611 Bielefeld
Westerfeldstralte 37

9 (closed GLP archive)

BioAgilytix Europe GmbH

22339 Hamburg
Lademannbogen 10

9 (analysis of
immunogenicity of
biopharmaceuticals by
determination of anti-drug
and neutralizing antibodies
as well as PK/PD analyses
(RIA, EIA, BiaCore,
Bioassay))

Bioassay - Labor fir

69120 Heidelberg

1, 2, 9 (cellbased

biologische Analytik GmbH Im Neuenheimer toxicological studies)
Feld 515 - 519

BioChem agrar GmbH 47589 Uedem 5,6

Niederlassung Agroplan Bunnert 72

BioChem agrar 04827 Machern 1,4,5,6

Labor flr biologische und OT Gerichshain

chemische Analytik GmbH Kupferstralle 6
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site

Address

Area of Expertise

BioChem GmbH

76185 Karlsruhe
Daimlerstraf’e 5b

9 (closed archive)

biochemA GmbH

79359 Riegel a. K.
Im Oberwald 19b

BioGenius GmbH

51429 Bergisch Gladbach
Friedrich-Ebert-Stralle 75
Technologie Park, Campus 1

BioMedVet Research GmbH

29664 Walsrode
Sidkampen 31

2, 9 (biochemical and
pharmacological efficacy
testing; pharmacokinetics/
metabolism (animal phase);
residue studies on
pharmacologically active
substances in food-
producing animals (animal
phase); safety
pharmacology; safety and
efficacy studies of vaccines)

BioNTech Innovative
Manufacturing Services GmbH

55743 |dar-Oberstein
Vollmersbachstralte 66

9 (archiving)

Priifstandort / test site

BIOSERV 18059 Rostock 1, 2, 3, 9 (biological and
Analytik und Dr.-Lorenz-Weg 1 microbiological in vitro safety
Medizinprodukte GmbH tests on medical devices and

pharmaceuticals)

Biotest AG — Bioanalysis

63303 Dreieich
Landsteiner Stralde 5

8

BIOTRONIK SE & Co. KG

12359 Berlin
Woermannkehre 1

1, 9 (in vitro cytotoxicity
testing of medical devices)

Boehringer Ingelheim Pharma
GmbH & Co. KG

88397 Biberach
an der Riss
Birkendorfer Strafl’e 65

2, 3, 9 (archiving)

Boehringer Ingelheim
Therapeutics GmbH

88416 Ochsenhausen
Beim Braunland 1

9 (biological safety testing of
pharmaceuticals and
medical devices [virus
clearance study, virus
inactivation study])
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site

Address

Area of Expertise

Boehringer Ingelheim
Vetmedica GmbH
Kathrinenhof Research Center

83101 Rohrdorf
Walchenseestralle 8 — 12

2,8

BSL BIOSERVICE

82152 Planegg

2, 3, 8, 9 (biological safety

forschung und -prufung (BAM)
Fachbereich 2.3 "Einstufung von
Gefahrstoffen und -gltern"
Priifstandort / test site

Scientific Laboratories Behringstralle 6/8 testing of medical devices
MUNICH GmbH and pharmaceuticals)
Bundesanstalt fir Material- 12205 Berlin 9 (closed archive)

Unter den Eichen 87

Ceva Innovation Center GmbH

06861 Dessau-Roflau
Am Pharmapark

9 (safety tests according to
Annex | of Regulation [EU]
2019/6)

Charles River Laboratories 51105 Koln 9 (viral and prion clearance
Germany GmbH Gottfried-Hagen- studies)
Stralde 20
chimera biotec GmbH 44227 Dortmund 8
Emil-Figge-Stralle 76 A
CIP Analytical Services GmbH | 75173 Pforzheim 1,6, 8

Bleichstralle 19

Clariant Produkte
(Deutschland) GmbH
CLAS Global Network
CLAS R&D Analytics CIC
Priifstandort / test site

65926 Frankfurt/Main
Industriepark Hochst
Gebaude G 860

9 (closed archive)

CleanControlling Medical

78576 Emmingen-Liptingen

9 (testing for biological,

Gesellschaft fur
Anlagensicherheit mbH

GmbH & Co. KG Gehrenstraflte 11A chemical, particulate and
toxic contaminations)
consilab 65926 Frankfurt/Main 1,5

Industriepark Hochst
Gebaude G 830

CropTrials GmbH

30938 Burgwedel
Ehlbeek 2

6 (field trials)

CSL Behring Innovation GmbH
Global Pathogen Safety
Marburg (GPS MBR)

35041 Marburg
Emil-von-Behring-Stral3e 76

9 (virus validation studies)
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site Address Area of Expertise
CSL Behring Innovation GmbH | 35041 Marburg 8

Research and Clinical Emil-von-Behring-Stralie 76

Bioanalytics Marburg

Currenta GmbH & Co. OHG 51368 Leverkusen 1,4,5,6,8

Analytik

CHEMPARK
Gebaude K 46

Dr. Brill & Partner GmbH
Institut fur Hygiene und

22339 Hamburg
Stiegstick 34

2, 3, 9 (microbiological and
biochemical testing of

Mikrobiologie cleaning, disinfection and
sterilization procedures)
Dr. Willmar Schwabe 76227 Karlsruhe 1,8
GmbH & Co.KG Willmar-Schwabe-
Stralle 4
ECT Oekotoxikologie GmbH 65439 Flérsheim 1,4,5

Bottgerstralle 2 — 14

Elanco Animal Health GmbH

40789 Monheim am Rhein
Alfred-Nobel-StralRe 50

9 (experimental part of
mandatory GLP studies in
animals)

EPL Archives GmbH 65830 Kriftel 9 (contract archive)
Priifstandort / test site Gutenbergstralie 10

Eurofins Agroscience Services | 21079 Hamburg 6

Chem GmbH Am Neulander Gewerbepark 2

Eurofins Agroscience Services | 89081 Ulm 1,5,6,8

EAG Laboratories GmbH

Eiselauer Weg 4, Geb./Bldg. 5

Eurofins Agroscience Services

75223 Niefern-Oschelbronn

1, 5, 6, 9 (Microbiological

EcoChem GmbH Eutinger Stralde 24 Safety Testing of Pesticides,
archiving)
Eurofins Agroscience Services | 75223 Niefern-Oschelbronn 4,5 6,7

Ecotox GmbH

Eutinger Stralde 24

Eurofins Agroscience Services

GmbH

21684 Stade
Carl-Goerdeler-Weg 5

5, 6,7, 9 (processing
studies; archiving)

Eurofins Aquatic Ecotoxicology

GmbH

75223 Niefern-Oschelbronn
Eutinger Stralle 24

4, 6, 9 (microbiological
safety testing of pesticides)
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site Address Area of Expertise
Eurofins BioPharma Product 82152 Planegg 2, 3, 8, 9 (biological and
Testing Munich GmbH Behringstralle 6/8 microbiological safety

evaluation on medical
devices and
pharmaceuticals; contract
archiving)

Eurofins GeneScan GmbH

79108 Freiburg
Engesserstrale 4

9 (closed archive)

Eurofins Genomics Europe
Pharma and Diagnostics
Products & Services

85560 Ebersberg
Anzinger Stralte 7a

9 (DNA sequencing for
genotyping and safety-
testing of GMOs,

Sanger/PCR GmbH microorganisms, viruses, cell
banks, cell lines)
Evonik Operations GmbH 45772 Marl 9 (closed GLP-archive)
PL Analytik Paul-Baumann-Strale 1
Priifstandort / test site
F.W. Klever GmbH 84168 Aham 1
Hauptstrae 20
Field Research Support 31515 Wunstorf 4, 6 (field part)

Max-Planck-Stralte 5

Forschungszentrum Julich
GmbH

Geschéftsbereich Organisation
und Planung (O)

Fachbereich Integriertes
Management/
Qualitatsmanagement (O-M)
GxP Archiv

Priifstandort / test site

52428 Julich

Wilhelm-Johnen-Strale

9 (GLP contract archive)

Fraunhofer Institut fur
Zelltherapie und Immunologie
Abteilung Praklinische
Entwicklung und Validierung

04103 Leipzig
Perlickstralie 1

2, 9 (safety tests -
immuntoxicity/
immunogenicity)

Fraunhofer-Institut fur
Grenzflachen und
Bioverfahrenstechnik
Molekulare Biotechnologie —
Molekulare Zelltechnologie
Priifstandort / test site

70569 Stuttgart
Nobelstrale 12

9 (closed archive)
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site

Address

Area of Expertise

Fraunhofer-Institut fir
Molekularbiologie und
angewandte Oekologie IME

57392 Schmallenberg
Auf dem Aberg 1

1,4,5,6,7

Fraunhofer-Institut fir
Toxikologie und
Experimentelle Medizin

30625 Hannover
Nikolai-Fuchs-Strale 1

1, 2, 3, 8, 9 (safety
pharmacology of the lung)

FREY-TOX GmbH

04916 Herzberg/Elster
Osteroda 38

2, 9 (in vitro skin
irritation/corrosion tests;
biological evaluation of
medical devices)

Gambro Dialysatoren GmbH

72379 Hechingen
Holger-Crafoord-Stralte 26

9 (biological evaluation of
medical devices in the
context of safety studies
according to ISO 109934,
ISO 10993-5 and ISO
10993-12)

GBA Medical Device Services
GmbH

82205 Gilching
LilienthalstraRe 4

9 (cytotoxicity test and
hemolysis test by means of
biological systems;
microbiological and
particular testing of medical
devices, including cleaning,
disinfection and sterilization
procedures; in vitro tests on
hemocompatibility under
dynamic conditions [modified
resonance-thrombography])

Genome Identification
Diagnostics GmbH
Abteilung Immune Analytics

72479 Straliberg
Ebinger Stralie 4

9 (tests in the area of
immune monitoring and
immunokinetics)

GG Biotech Design GmbH 35315 Homberg (Ohm) 4
Neu-Ulrichstein 5

Henkel AG & Co. KGaA 40589 Dusseldorf 1

Corporate Scientific Solutions Henkelstral’e 67

Hetterich Fieldwork GbR 97359 Schwarzach 6

Bamberger Strafie 50

Histovia GmbH
Toxicologic Pathology
Priifstandort / test site

53804 Much
Hauptstralle 42

9 (histopathological
assessment)
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Institute for Competent Contract
Research

Test Facility/ Test Site Address Area of Expertise
Hydrotox GmbH 79111 Freiburg 3,4,5
Botzinger Stralle 29
ibacon GmbH 64380 Rossdorf 1,4,5,6
Arheilger Weg 17
ICCR-RoRdorf GmbH 64380 Rofdorf 2,3

In den Leppsteinswiesen 19

IMGM Laboratories GmbH

82152 Planegg
Lochhamer Stral’e 29a

9 (DNA/RNA quantification
and sequencing for safety
testing of medicinal
products)

IMTR Institute of
Medical Technology and
Research GmbH

39343 Rottmersleben
Thomas-Muntzer-Platz 1

9 (biomedical invasive and
non-invasive effectivity and
safety tests of medical
devices in vivo according to
annex | of the directive
2001/82/EC)

Institut fiir Biomedizinische
Technik IBMT
Praklinisches Labor (PKL)

66280 Sulzbach
Josef-von-Fraunhofer-Weg 1

9 (biological and
microbiological safety testing
of medical devices,
pharmaceuticals and cell
therapeutics)

Institut fir Gewasserschutz
Mesocosm GmbH

35315 Homberg (Ohm)
Neu Ulrichstein 5

4, 7,9 (metabolism / residue
analysis)

Institut fur Pathologie der
Tierarztlichen Hochschule

30559 Hannover
Blnteweg 17

9 (processing of tissue
specimens and preparation

Analytik-Zentrum Ludwigshafen

Hannover of histological slides;

Priifstandort / test site histopathological
assessment)

Institut far 16321 Bernau 6,8

Veterinar-Pharmakologie und Weillenseer Stralle 36

Toxikologie GmbH IVPT

Institut Kuhlmann GmbH 67071 Ludwigshafen 1,8

Hedwig-Laudien-Ring 3

Iron Mountain Deutschland
GmbH
Priifstandort / test site

44805 Bochum
Harpener Hellweg 31

9 (contract archive)
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site

Address

Area of Expertise

Iron Mountain Deutschland

20537 Hamburg

9 (contract archive)

Services GmbH

GmbH Hammer Deich 69

Priifstandort / test site

Iron Mountain Deutschland 35510 Butzbach 9 (archive)
GmbH Magna Park Unit 2

Priifstandort / test site:

Auftragsarchiv Butzbach

Labcorp Early Development 48163 Munster 2

Kesselfeld 29

Landesanstalt fir Landwirtschaft
und Gartenbau (LLG) des
Landes Sachsen-Anhalt
Standort Bernburg

06406 Bernburg
Strenzfelder Allee 22

6 (free range application)

Landwirtschaftliche
Untersuchungs- und
Forschungsanstalt (LUFA)
Speyer

67346 Speyer
Obere Langgasse 40

6, 8, 9 (determination of soil
parameter)

Landwirtschaftliches

76227 Karlsruhe

9 (closed archive)

GLP Prifeinrichtung Darmstadt

Technologiezentrum NeRlerstralle 25
Augustenberg (LTZ)
Abteilung 2
Priifstandort / test site
Landwirtschaftskammer 50765 Kodln 6
Nordrhein-Westfalen GartenstralRe 11
Pflanzenschutzdienst
LAUS GmbH 67489 Kirrweiler 1,3,4,5,6,8,9
Auf der Schafweide 20 (toxicological in vitro studies
on mammalian cells and
bacteria)
Limbach Analytics GmbH 04289 Leipzig 4,5
Labor Leipzig StrimpellstralRe 42
menal GmbH 79312 Emmendingen 8
Im Hausgriin 15
MePhass GmbH 90562 Heroldsberg 8
Paul-Ehrlich-Straflte 19
Merck Healthcare KGaA 64293 Darmstadt 2,3,4,5 9

Frankfurter StraRe 250

(pharmacological safety
studies)
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site

Address

Area of Expertise

MFD-Diagnostics GmbH
Priifstandort / test site

55234 Wendelsheim
Mikroforum Ring 5

9 (archiving)

MicroCoat Biotechnologie
GmbH

82347 Bernried
Am Neuland 3

MICROMUN Institut far
mikrobiologische Forschung
GmbH

17489 Greifswald
Walther-Rathenau-
Stralle 49a

9 (virus clearance studies;
testing the virucidal activity
of disinfectants)

MLM Medical Labs GmbH

41066 Monchengladbach
Dohrweg 63

8

MSD Animal Health
Innovation GmbH
Forschung und Entwicklung

55270 Schwabenheim
Zur Propstei

1, 2, 6, 8, 9 (sensitivity
testing on bacteria;
palatability testing)

Tiergesundheit (FTG)

nEcoTox GmbH 76855 Annweiler am Trifels 1,4,5
An der Neumuhle 2

Noack Laboratorien GmbH 31157 Sarstedt 1,4,5,6
Kathe-Paulus-Strafe 1

Nuvisan GmbH 85567 Grafing 2,8

Am Feld 32

Nuvisan GmbH

Bioanalytik - Pharmazeutische
Analytik

Priifstandort / test site

89231 Neu-Ulm
Wegenerstralie 13

8, 9 (chromatographic
testing of formulations for
toxicological studies)

Nuvisan ICB GmbH

13353 Berlin
MullerstralRe 178

2, 3, 9 (contract archive
(closed))

Octapharma
Biopharmaceuticals GmbH
Virus and Prion Validation

60438 Frankfurt/Main
Altenhoferallee 3

9 (virus validation)

OHMI Pharma- und
Umweltlabor GmbH

75175 Pforzheim
Schulberg 17

1, 6, 8, 9 (biological in vitro
safety tests on medical
devices und drugs)

Pharmacelsus GmbH

66123 Saarbriicken
Science Park 2

8, 9 (pharmacodynamic,
pharmacokinetic and
metabolical testing)
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site

Address

Area of Expertise

PRIMACYT - Cell Culture

19061 Schwerin

9 (determination of

Technology GmbH Hagenower Stralte 73 transport/metabolism/toxicity
in vitro [human/animal cell
cultures])

Prolytic GmbH 60314 Frankfurt/Main 1,8

Weismtullerstralle 45

Provivo Biosciences GmbH &

21147 Hamburg

2, 3, 4, 9 (safety

Dezernat 51.4 -
Pflanzenschutzdienst

Co. KG Redderweg 8 pharmacology; contract
archive)
Regierungsprasidium GielRen 35578 Wetzlar 6

Schanzenfeldstrale 8
Geb. B5

Reisswolf Archivservice GmbH
Archivstandort Dietzenbach
Priifstandort / test site:
Auftragsarchiv

63128 Dietzenbach
Weiskircher Weg 5

9 (contract archive)

Rheinland-Pfalz (RLP)
AgroScience GmbH

67435 Neustadt/Weinstralie
Breitenweg 71

1,4,5,6

Rhenus Archiv Services GmbH
Priifstandort / test site:
Auftragsarchiv

59439 Holzwickede

Rhenus-Platz 1

(head quarter, IT) and

4 archive sites:

= 14979 GrolRbeeren
Markische Allee 1 — 11

= 51375 Leverkusen
Hornpottweg 9

= 60314 Frankfurt/Main
Schmickstralte 14

= 85757 Karlsfeld,
Einsteinstralie 2

9 (GLP contract archive)

65926 Frankfurt am Main
Germany

Sanofi-Aventis Deutschland
GmbH

Priifstandort / test site

RIFCON GmbH 69493 Hirschberg 4,5 6,7
Goldbeckstralte 13
Sanofi Germany 65926 Frankfurt/Main 8

Industriepark Héchst

GLP Federal Bureau: List of GLP Test Facilities/ Test Sites, Germany (2024-06-24)

page 13/17



List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site

Address

Area of Expertise

SCC Scientific Consulting
Company
Chemisch-Wissenschaftliche
Beratung GmbH
Priifstandort / test site:
Auftragsarchiv

55545 Bad Kreuznach
Am Grenzgraben 11

9 (contract archive)

senetics healthcare group
GmbH & Co.KG

91522 Ansbach
HardtstraRe 16

2, 9 (bioburden of medical
devices according to DIN EN
ISO 11737-1:2018)

SGS Institut Fresenius GmbH 65232 Taunusstein 1,4, 5, 6, 9 (in vitro
Im Maisel 14 toxicological studies)
Spectral Service AG 50996 KoIn 1

Emil-Hoffmann-Strafle 33

Staphyt GmbH

74572 Blaufelden
Langenburger Stralte 35

5,6

Steinbeis-Transferzentrum
Angewandte und Umwelt-
Chemie an der Hochschule
Reutlingen

72762 Reutlingen
Alteburgstralte 150

9 (closed archive)

SynTech Research

74199 Untergruppenbach

Germany GmbH Schillerstralle 16
Thor GmbH 67346 Speyer 1
GLP-Labor Landwehrstrale 1

Tharinger Landesamt fur
Landwirtschaft und Landlichen
Raum (TLLLR)

Abteilung Untersuchungswesen
und Fachrechtskontrollen

07743 Jena
Naumburger Straf3e 98

9 (closed archive)

Priifstandort / test site
tiakis R&D 24103 Kiel 9 (archiving of documents
Priifstandort / test site Sophienblatt 40 related to in-house

development products)

Tier3 solutions GmbH

51381 Leverkusen
Kolberger Stralle 61 — 63

4,6
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facility/ Test Site

Address

Area of Expertise

TPL Path Labs GmbH

79111 Freiburg
Sasbacher Stralle 10

9 (Histological and
immunohistological
processing of tissues and
cells and histopathological
examination including
antibody validation, tissue
cross reactivity studies, in-
situ hybridization studies and
cutting-grinding technique)

Trifolio-M GmbH

35633 Lahnau
Dr.-Hans-Wilhelmi-

1,8

Klinisches Forschungslabor

Weg 1
UKT Universitatsklinikum 72076 Tubingen 9 (hemocompatibility tests of
Tlbingen Calwerstralie 7/1 medical devices according to
Klinik fur Thorax-, Herz- und DIN EN ISO 10993-04)
Gefalchirurgie

UL International GmbH

89231 Neu-Ulm
Baumgartenstralte 16

9 (physico-chemical,
chemical, biological and
microbiological testing of
medical devices including
disinfectants, cleaning and
sterilization procedures)

Umweltbundesamt (UBA)
Okotoxikologielabor des UBA im
Fachgebiet IV 2.4

12307 Berlin
Schichauweg 58

4

Universitatsmedizin Rostock
Institut fiir Biomedizinische
Technik

18119 Rostock-Warnemiinde
Friedrich-Barnewitz-Stralle 4

2, 9 (evaluation of haemo-
compatibility & cytotoxicity,
endotoxin assay)

vivo Science GmbH

48599 Gronau
Fabrikstrale 3

2, 9 (Immuntoxicity and
Immunogenicity in vitro and
in vivo)

WeylChem InnoTec GmbH
Business Unit Analytics

60386 Frankfurt
Alt-Fechenheim 34

1,5

Z.A.S. Zentral Archiv Service
GmbH

Priifstandort / test site:
Auftragsarchiv

17033 Neubrandenburg
Justus-von-Liebig-
Stralie 7

9 (archiving)
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German Federal Institute for Risk Assessment

Test Facility/ Test Site Address Area of Expertise
Zwisler Laboratorium GmbH 78479 Reichenau 9 (toxicological properties in
Am Wollmatinger Ried 9 vitro, studies to determine

microbial, cellular or
toxicological contamination
of medical devices, in vitro
skin irritation Test [according
to 1ISO 10993-23, OECD
439])
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List of GLP Test Facilities / Test Sites

Vi BfR

German Federal Institute for Risk Assessment

Test Facilities in other countries certified by the German GLP Federal Bureau

Test Facility

Address

Area of Expertise

Jiangsu Yangnong Chemicals
Co., Ltd. (YNGF)
Yangnong GLP Laboratory

No. 1 Youshi Road, Yangzhou
Chemical Industry Zone,
Yizheng, Jiangsu Province
211417

P.R. CHINA

1

RRL global services

No. 233 Songjiagang Road
Zhoushi Town, Kunshan City
Jiangsu Province 215313
P.R. CHINA

1, 3 (in vitro), 4, 9
(phototransformation of
chemicals in water - direct
photolysis [according OECD
Guideline 316])

Test Center for Chemical
Products of Zhejiang Chemical
Industry Research Institute
(ZCTC)

No. 387 Tianmushan Road
Hangzhou

Zhejiang Province 310023
P.R. CHINA

1
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