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1 Registration certificate holder should submit a sample of immediate and (or) outer packages from the final printed copies to 

the Scientific centre prior to the importation and (or) at the time of first import of the medicinal product. 

https://www.ich.org/products/ctd.html
http://www.pharm.am/attachments/article/183/Appendix_2_%20Notice%20to%20Applicants_eng.pdf
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country of origin (if available). 

1.19 Copy of certificate for a Plasma Master File (PMF) issued by the competent authority of country of 
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2 Duly certified copy - a notarized copy of the document and, in the case of the Member States of the Hague Convention, also 

approved by the Apostille. 
3 Reference competent authority – ICH member states medicines regulatory authority and, in the case of pre-qualification, 

WHO. 
4 It is necessary to submit notarized translations and, in the case of the Member States of the Hague Convention, also 

approved by the Apostille. 
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5 Tabulated Summary is optional. It is preferable to include text tables and figures with the Nonclinical Written Summary․  
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6
 When a juvenile animal study has been conducted, it should be tabulated using the template appropriate for the type of study and 

located in Section 2.6.7.15․   
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