
Where N-Nitrosamine Assessments for Drug Products meet Extractable / 

Leachable Qualifications for Pharmaceutical Primary Packaging

31 March 2022



Intro – the issue with N-Nitrosamines

1



Intro - the issue with N-Nitrosamines

2



Formation of N-Nitrosamines

3



Formation of N-Nitrosamines

4



Formation of N-Nitrosamines

5



Formation of N-Nitrosamines

6



Historical cases of N-Nitrosamines related to packaging

7



Historical cases of N-Nitrosamines related to packaging

8



Historical cases of N-Nitrosamines related to packaging

9



Historical cases of N-Nitrosamines related to packaging

10



Historical cases of N-Nitrosamines related to packaging

11



Historical cases of N-Nitrosamines related to packaging

12



Role of E&L screening for N-Nitrosamine detection

13

CHROMATOGRAPHIC SCREENING PROCESS

AET
LOD



Role of E&L screening for N-Nitrosamine detection

14



Role of E&L screening for N-Nitrosamine detection

15



Role of E&L screening for N-Nitrosamine detection

16



Role of E&L screening for N-Nitrosamine detection

17



Role of E&L screening for N-Nitrosamine detection

18



Role of E&L screening for N-Nitrosamine detection

19



Potential consequences for extractables study design

20



Potential consequences for leachables study design

21



Potential consequences for leachables study design

22



Potential consequences for leachables study design

23



What can we learn from the ICH Q3D implementation on E/L-strategies?

24



What can we learn from the ICH Q3D implementation on E/L-strategies?

25

?



Conclusion

26



Thank you

Questions?
InfoEurope@nelsonlabs.com

+32 16 40 04 84



Register for FREE access

for this presentation 
and much more expert content on

Soterahealth.com/academy



Safeguarding Global Health®

Comprehensive 
Sterilization Solutions & 
Expert Advisory Services

Reliable Global Supply of 
Cobalt-60

Expert Lab Testing &
Advisory Services

nelsonlabs.com

sales@nelsonlabs.com

+1 801-232-6293

sterigenics.com

+1 800-472-4508

nordion.com

service@nordion.com

+1 800-465-3666


