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Analytes with LLOQ in ng/mL (depending on ng/100 cm² surface area
criterion of cleaning validation), e.g.: 

Cyclosporin A: 4 ng/ml

Testosteron Enanthate: 1 ng/ml

Fulvestrant: 2 ng/ml

Palonosetron: 2 ng/ml

Core Competencies – pharm-analyt
Swab/Immersion Samples Cleaning Validation
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Release Analysis – pharm-analyt 
 

GMP and non-GMP 
 
Analytes:  
PEG, Polymers, Detergents (e.g. Triton, Tween/PS, TnBP) 
 
2 Qualified Persons at pharm-analyt 
 
Fast Turnaround Time for Data 
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Free PEG 20 kDa in FDP 
Calibration Range 100 – 10,000 ng/mL 

 
Upper Chrom Std at LLOQ 

Lower Chrom Internal Standard 
 

HPLC-MS/MS 



CRITICAL ASSIGNMENTS – WISELY LEFT TO EXPERTS 
 
www.pharm-analyt.com  
 

3 

Total PEG 20 kDa in FDP *) 
Calibration range 3.00 – 30.0 µg/mL 

 
Chrom Std at LLOQ 

 
HPLC-ELSD 

 
*) after pronase digestion  

(PEG minus protein) 
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Poloxamer in BDS 
Calibration Range 1.00 – 24.0 µg/mL 

 
Upper Chrom Std at LLOQ 

Lower Chrom Internal Standard 
 

HPLC-MS/MS 
 

*) Polymer  
Containing PEG and PPG Units 
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Tween 80 in FDP/FC 
Calibration range 20.0 – 1000 µg/mL 

 
Chrom Std at LLOQ 

 
HPLC-ELSD 
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TnBP in FDP/FC 
Calibration range 0.300 – 7.50 µg/mL 

 
Upper Chrom Std at LLOQ 

Lower Chrom Internal Standard 
 

HPLC-MS/MS 
 



CRITICAL ASSIGNMENTS – WISELY LEFT TO EXPERTS 
 
www.pharm-analyt.com  
 

7 

PILLARS – pharm-analyt 
 

GLP / GCP Bioanalysis 

non-GLP 
Method 

Development 
and 
GLP 

Validation 

Sample 
Analysis 

(Preclinical 
GLP and 

Clinical GCP) 

Biomarker 

Search for New 
Biomarkers 

(Metabolomics),  
Mainly Academic 

GMP Release Analysis 

New Lots of 
FDP/FC/BDS 

(Pharmaceutical 
Formulations  

and Containers) 
Biological Matrices 

Plasma  Urine 
Serum  Saliva 
Whole Blood Tissue 
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