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1.  General comments 

Stakeholder number 

(To be completed by the 

Agency) 

General comment (if any) Outcome (if applicable) 

(To be completed by the Agency) 

 Are the expectations for storage and distribution of 

products without any special storage conditions 

considered? 

 

 

 Chapter 7 is ambiguous. Outsourcing activities are only 

defined in point 7.5; furthermore they are specified as 

activities falling under the definition of wholesale 

definition. This means that contracted activities like 

pest/vermin control or cleaning are not in the scope of 

this paragraph.  

Is there a possibility to make this clearer in the 

introduction of this chapter? 

 

 Clarification is required on acceptable criteria for 

procedure for investigating and handling temperature 

excursions 
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2.  Specific comments on text 

Line number(s) of 

the relevant text 

(e.g. Lines 20-23) 

Stakeholder number 

(To be completed by 

the Agency) 

Comment and rationale; proposed changes 

(If changes to the wording are suggested, they should be 

highlighted using 'track changes') 

Outcome 

(To be completed by the Agency) 

Chapter 9: 

Transportation 

‘Principle’ 

 Comment:  

Regardless of the chosen mode, it should be possible to 

demonstrate that the medicines have not been subjected to 

conditions during transportation that may compromise their 

quality. A risk based approach should be utilized when 

planning transportation routes. 

 

 

Proposed change (if any): 

Regardless of the chosen mode, it should be possible to 

demonstrate by a risk analysis that the medicines have not 

been subjected to conditions during transportation that may 

compromise their quality. A risk based approach should be 

utilized when planning transportation routes. 
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