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Kollidon® Holistic contribution 
to nitrosamine control strategy

Kollidon® NT grades: Expanding excellence in nitrosamine risk control
In 2025, BASF takes the nitrosamine risk control a step further with the introduction of Kollidon® Nitrite Tested (NT) 
grades, an advanced service designed to support customers’ nitrosamine control strategies with enhanced nitrite testing 
and documentation.

 Nitrite tests on respective product specification & results on CoA for all delivered batches.

 No change in BASF’s respective manufacturing processes.

 Enhanced quality assurance, but no need for qualification of Kollidon® NT grades 

 Service covers our main Kollidon® grades in diverse applications.

With this comprehensive, science-backed approach, BASF delivers unique solutions 
for nitrosamine risk management:

Proven Risk Assessment following IPEC  
questionnaire [1] and systematic evaluation, 

confirming no nitrite risk in Kollidon®  
production processes.

Customers can continue to use all  
our Kollidon® grades with no nitrite risks.

Reliable lot-to-lot consistency with no findings  
of nitrites (*) and average results reported in  
Risk Assessment statements.

No additional costly reformulation by relying  
on Kollidon®’s consistent quality.

(*) based on the LOQ / LOD of respective nitrite test methods

All Kollidon® 
grades

We listen to our customers and are continuously improving our services

Over 80 years ago, BASF was the originator of Kollidon® (PVPs) building unique know-how for production  
of povidones, copovidones and crospovidones. This expertise in production and control processes  
ensures top-tier quality with no known risks of nitrite presence in all Kollidon® grades.

Validating nitrite test methods for all PVP matrixes with a scientific driven approach, BASF has  
continuously enhanced their sensitivity. To date, no nitrites have been detected in the BASF Kollidon®  
portfolio (*), providing you with reassurance.

Additionally, BASF launched a new cutting-edge ZoomLab® module that equips formulators with a powerful  
risk assessment app, allowing them to proactively evaluate the risks of nitrosamine formation using  
ZoomLab®’s excipient database and integrated with the drug product manufacturing conditions.
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This document, or any information provided herein does not constitute a legally binding obligation of BASF and has been prepared in good faith and is believed to be accurate as of the date of issuance. Unless expressly agreed otherwise in writing in 
a supply contract or other written agreement between you and BASF:

(a) �To the fullest extent not prohibited by the applicable laws, BASF EXPRESSLY DISCLAIMS ALL OTHER REPRESENTATIONS, WARRANTIES, CONDITIONS OR GUARANTEES OF ANY KIND, WHETHER EXPRESS OR IMPLIED, WRITTEN OR ORAL, 
BY FACT OR LAW, INCLUDING ANY IMPLIED WARRANTIES, REPRESENTATIONS OR CONDITIONS OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE, SATISFACTORY QUALITY, NON-INFRINGEMENT, AND ANY REPRESENTATIONS, 
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injury to the extent caused by BASF´s sole negligence, (ii) BASF´s willful misconduct, fraud or fraudulent misrepresentation or (iii) any matter in respect of which it would be unlawful for BASF to exclude or restrict liability under the applicable laws;

(b) �Any information provided herein can be changed at BASF´s sole discretion anytime and neither this document nor the information provided herein may be relied upon to satisfy from any and all obligations you may have to undertake your own 
inspections and evaluations;

(c) �BASF rejects any obligation to, and will not, automatically update this document and any information provided herein, unless required by applicable law; and
(d) �The user is responsible for confirming that the user has retrieved the most current version of this document from BASF as appropriate
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Kollidon® products meet the highest quality standards, with no nitrites detected so far. (*)

Available on RegXcellence®: 
Nitrosamines Risk Assessments 
with average results for all Kollidon® 
products

Fully validated nitrite test methods 
shared with customers on request to 
help confidently measure nitrites

Published data have demonstrated that BASF’s Kollidon® excipients have the best performance regarding nitrite [2] and these are 
seen as best-in-class by our customers.

ZoomLab® – Your Drug Product Development Platform assists you in evaluating the 
nitrosamine risk in your drug products:

ZoomLab® helps you formulate faster, saving you time and money. Our advanced algorithms and machine-learning models will 
guide you through the formulation process. Our apps Degradation Products of Active Ingredients and Nitrosamine Risk 
Assessment and Mitigation help determining the risk of nitrosamine formation. Choose from a broad database of ingredients 
to identify strategies for improving your formulations and manufacturing processes to reduce nitrosamine impurities.

1	 https://www.ipec-europe.org/articles/questionnaire-for-excipient-nitrosamines-risk-evaluation.html
2	 Golob, et al. Journal of Pharmaceutical Sciences, 2023 112 (5), 1277–1286. DOI: 10.1016/j.xphs.2023.03.007

Ion Chromatography: Povidone and Copovidone

Kollidon® 30, 12 PF & 17 PF 
LOQ = 0.1 ppm

Liquid Chromatography: Crospovidone

Kollidon® CL grades 
LOQ = 0.05 ppm

Kollidon® 25, 90 Evo, VA 64 & VA 64 Fine 
LOQ = 2 ppm

What we provide

Validated analytical 
methods

Access to standard quality and regulatory documentation is now more efficient than ever. Retrieve  
your documents 24/7. Sign-up for RegXcellence®, your free online Quality & Regulatory Assistant  
that provides a unified platform for compliance documents, filing assistance and audit information.

Register today at: zoomlab.com
For more information, contact your BASF representative or contact us 
via our website: pharma.basf.com/speak-with-an-expert

Nitrosamine risk 
assessments for all 
Kollidon® grades

Nitrite-tested grades

Kollidon® CL NT 
ART 50866347
Kollidon® 30 NT Origin Germany
ART 50866306
Kollidon® VA 64 NT
ART 50866307

ZoomLab®: algorithm-
based guidance on 
formulation strategies  
for nitrosamine reduction

(*) based on the LOQ / LOD of respective nitrite test methods
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