
Analytical insight 
grounded in drug 
product experience

Contract Analytical Services
– Bielefeld site established in 1947

GMP testing, method development and stability studies  
– backed by expertise in development and manufacturing.



ANALYTICAL EXPERTISE 
For complex drug product questions

METHODS THAT FIT THE PRODUCT
Development · optimisation · troubleshooting · validation  · transfer
raw materials · finished products · stability samples · controlled substances/narcotics

INVESTIGATIONS WITH CONTEXT
OOX and root cause investigations; quality-event, elemental-impurity  
and nitrosamine risk assessments.

DATA FOR DECISIONS
Comparative dissolution, process validation and statistical evaluation  
supporting Quality by Design decisions.

Selected techniques: HPLC/UHPLC, GC/HS-GC, dissolution apparatus 1–3, UV/Vis,  
FT-IR and AAS/AES. Additional physical and semisolid testing available.

54
Laboratory experts

~300
Validated methods

6,000
batches per year

From method challenges to unexpected results, our Bielefeld team 
brings analytical expertise together with an understanding of 
drug product development and manufacturing.

Up to



STABILITY STUDIES  
from storage to report

>300 m2

stability storage
15

variable-climate cabinets

Standard study conditions

Selected storage conditions: 

25°C / 60% RH; 30°C / 65% RH; 30°C /

75% RH; 40°C / 75% RH

Flexibility and further studies

15 variable-climate cabinets;  

settings up to 60°C / 75% RH;

photostability, 2–8°C, −20°C, −80°C  

and freeze–thaw

The NextPharma Bielefeld team manages sample labelling, storage and scheduled 
pulls, then supports testing, result interpretation, reporting and shipping.

EU GMP · US FDA* · ANVISA (Brazil) · Korean FDA
LNE/G-MED (French Notified Body) · SEDEX (ETI Base Code)
* Three FDA inspections without written findings

QUALITY AND REGULATORY CREDENTIALS



BRING US YOUR 
ANALYTICAL CHALLENGE
Our Bielefeld scientists combine analytical expertise 
with drug product and manufacturing knowledge. 
Dedicated project managers keep the work moving, 
with wider NextPharma specialists available when needed.

Analytical
expertise

Dedicated project
management

Broader
specialist network

LET’S TALK AT CPHI MILAN
Booth 10C73

Contact our team:
info@nextpharma.com

Delivering speed, passion, and exceptional service in every project!



