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NFI Monograph/Chapter/Appendices Development Checklist (Version 1)

S. No. Requirements Status
1. Name of the Drug or Chapter or appendices
2. Therapeutic / Prophylactic Category 
3. Name of the monograph
4. Source of information
5. Regulatory Approval (CDSCO)
6. Usability in India 
7. If appendix,                   New                                   Revised
8. Listed in 

         NLEM of India         NHP…………………………………….(Please Specify)             
     
        Any other national document..............................(please specify)

       Schedule H/H1            IP

9. Any other specific and justified proposed 
criteria by stakeholder other than listed in 
Sr. No.: 8 for inclusion of monograph or 
chapter or appendices

10. Scientific / Technical References 
      WHO Formulary                  PvPI/MvPI data        

      Text book……………………………………………………………….( please specify)       

      State Formulary……………………………………………………...(Please Specify)

      PubMed                      Others.....................................(please specify)

11. Indications
12. Pregnancy category
13. Dosage form Availability
14. Dose Adult:……………….

Child:……………….
15. Contraindications
16. Precautions
17. Adverse effects Most Common:…………………….

Common:…………………………..
Rare:………………………………..

18. Drug Interactions
19. Storage

Note: Attach additional sheet, if required
Brief Summary & Justification


