Recommendations of the SEC (Antimicrobial & Antiviral) made in its 08™/25 meeting held
on 15.07.2025 at CDSCO HQ New Delhi:

File Name & Drug

S. No Name, Strength Firm Name Recommendations
New Drugs Division
GCT/9/2024-eoffice M/s B J Govt. In light of earlier SEC recommendation
Medical College | dated 06.03.2025, study investigator
Six- Month Regimen Clinical Trial presented scientific justification for high
of High - Dose Unit dose of rifampicin, before the committee.
Rifampicin, High-
D_ose Isc_)nla2|d, After detailed deliberation, the committee
Linezolid, and e .
4 accepted the justification submitted by

Pyrazinamide versus a
Standard Nine-Month
Regimen for the
Treatment of Adults
and Adolescents with
Tuberculosis
Meningitis (IMAGINE
TBM)

investigator.

SEC (Antimicrobial & Antiviral) meeting dated 15.07.2025




