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January 24, 2022 

  

RE 
REACH and CA Proposition 65 Assessment 

 
Introduction 
This memo intends to summarize the regulatory assessment activities for the following criteria for AVIPure® – AAV  
Affinity Resins. 

Table 1: AVIPure® – AAV Affinity Resin regulatory assessments 

Assessment Acceptance criteria 

REACH Product must be REACH compliant and registered if applicable 

Prop 65 Product must be Prop-65 compliant and registered if applicable 

 
REACH 
The AVIPure® – AAV Affinity Resins (AVIPure® – AAV2, AVIPure® – AAV8, and AVIPure® – AAV9) are comprised of two 
components: the custom affinity ligand and an agarose resin bead. The affinity ligand for each product is exempted from the 
registration requirements due to production volumes not exceeding one metric ton. The resin bead is exempt from 
registration due to its polymer classification. The vendor has confirmed the monomers have been registered by the 
appropriate suppliers; see attachment 1. 

The dry weight of each AVIPure® – AAV Affinity Resin product is not projected to exceed one metric ton annually, so the final 
resin product is also exempt from registration. 

No substances of very high concern are expected to be present in the final AVIPure® – AAV Affinity Resin products at levels 
that exceed the established limits. Dimethylformamide (DMF) is used early in the production process. Extensive washing of 
the resin in subsequent steps removes DMF to calculated levels of < 0.5 ppm.  

REACH compliance assessment is ongoing with Assent Compliance. 

Proposition 65 
The California Proposition 65 assessment has been initiated and is in process with Intertek per quote Qu-01234593-0. 

Conclusion 
Compliance assessments are in process. Although the assessments are still ongoing, it has been determined that REACH 
registration is not required. 

Attachments 
Attachment 1 - General Statement of Compliance with REACH (Purolite) 
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