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General comment(s) if any : 

 

Originator of 

the 

comments 

 

PDA fully supports the WHO’s PRODUCTION OF WATER FOR INJECTION BY MEANS OTHER THAN DISTILLATION (February 

2019) Draft Guidance, as it advocates a risk-based lifecycle approach.  The WHO Draft Guidance deems to incorporate latest changes in 

European Pharmacopeia and other global regulatory and standards guidances.  PDA supports flexible approaches for products currently 

manufactured to avoid interruption of supply of essential medicines. 
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Classification 

 

L= low 

M= medium 

H= high 

 

Originator 

of the 

comments 

(for WHO 

use) 

7 165 This statement is aspirational.  Firms that do not have 

distillation experience in the same setting and with the 

same feed water may find this challenging to 

demonstrate.   

The purification process must be proven to meet the 

compendial requirements for water for injection.   

M PDA 

5.4 107 The risk is never eliminated but controlled. Risk of contamination of wáter is controlled. M PDA 

6.1 118 The risk is never eliminated but controlled.  Also then 

ties into the 6.2 where it states to reduce risks to an 

acceptable level. 

Risk of contamination of WFI produced, stored or 

circulated is controlled. 

M PDA 

7.7 176 The risk is never eliminated but controlled.  where it 

states to reduce risks to an acceptable level. 

Risk of contamination of WFI produced, stored or 

circulated is controlled. 

M PDA 
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