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ANNEX B - FLOW CHART ON THE CONTROL OF NITROSAMINE AND / OR AZIDO IMPURITIES IN 

MEDICINAL PRODUCTS 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

ARBs, Metformin, Ranitidine, 

Amitriptyline and Varenicline 

Registered 

Medicinal Products 
Medicinal Products 

imported via SMP 

Continue current procedure of 

submission of supporting 

documents for risk assessment 

(ANNEX A) 

Registered specification includes 

nitrosamines and/or azido impurities  

Pending submission of variation for 

change in specifications to include 

nitrosamines and/or azido impurities 

Variation for change in specifications 

to include nitrosamines and/or azido 

impurities SUBMITTED, PENDING DRC 

APPROVAL 

Continue current procedure of submission of 

supporting documents for risk assessment 

(ANNEX A) 

 

Continue current procedure of submission of 

supporting documents for risk assessment 

(ANNEX A) 

 

Variation for change in specifications 

to include nitrosamines and/or azido 

impurities APPROVED BY DRC, 

PENDING IMPLEMENTATION 

(incoming stocks carry previous 

specifications) 

Variation for change in specifications 

to include nitrosamines and/or azido 

impurities APPROVED BY DRC and 

IMPLEMENTED (incoming stocks carry 

updated specifications for 

nitrosamines and/or azido impurities) 

Continue current procedure of submission of 

supporting documents for risk assessment 

(ANNEX A) 

 

Submission of supporting 

documents for risk 

assessment NOT required 

 

Submission of supporting 

documents for risk 

assessment NOT required 

 


