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Questions

producer of pharmaceuticals, next Tuesday 26 September, to discuss a derogation request under the

and the questions we would be grateful to clarify with you with respect to the REACH PFOA Restriction.

Background:

ln
Japan. PFOB is then exported to different countries (including in the EU) to be used by AstraZeneca in
‘the productionofcertain pharmaceuticals for lung/respiratory diseases. All stages of the process take

nS
PFOA-related substances (para 216 (k)), attached) and will be discussed at the next POPRC in October.

SI
Only PFOB raises a concern in termsofthreshold (the PFOI level in the pharmaceutical products is ofa
few ppb, so far from 1 ppm).

‘the EU POP Regulation (that will repeal the REACH PFOA Restriction) but this may not happen before
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does not take place in 2020 as currently foreseen but is postponed? Based on the Stockholm 
Convention decision‐making cycle, any postponement would be of at least two years.  

‐ Would a revision of the REACH PFOA restriction follow the same process as the adoption of a 
new restriction (preparation of an Annex XV dossier, assessment by RAC and SEAC) and how 
long would the revision process take? At least two years? 

‐ How could Daikin and AstraZeneca support the process? 
‐ Would a derogation for the use of PFOB for the purpose of producing pharmaceuticals be a 

good first basis for a derogation request? 
‐ Can the thresholds which are currently included in the REACH PFOA Restriction be lowered in 

the EU POP Regulation? Would that require another risk assessment under the EU POP 
Regulation?  

 
We hope that you will be available for the meeting and to have the opportunity to discuss further these 
issues with you.  
Kind regards, 
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