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Dear Dr Chaurasia,

Procurement, Quality and Sourcing Programme:
Access to Antimalarial, Antituberculosis and HIV/AIDS Drugs and
HIV/AIDS Diagnostics of Acceptable Quality

Product Reference Number: TB168  Rifampicin/Isoniazid/Pyrazinamide/Ethambutol
150mg/75mg/400mg/275mg Tablets

This letter is for the Efficacy/Safety part of the above-mentioned dossier only.

Thank you for submitting the data and information requested for the assessment of the product
dossier within the above-mentioned programme of United Nations agencies. A team of evaluators
recently assessed the dossier you submitted.

As a result of this assessment, we would like to inform you that the Efficacy and Safety part of
this dossier is accepted. However, the identity regarding composition of the biobatch and commercial
batches must be checked and verified by the quality reviewer. This will be done at the time of the Quality
Assessment.

For further information, please contact Dr M. Stahl (stahlm@who.int),
Dr O. Gross (grosso@who.int) or Miss L. Oakes (oakesl@who.int).

Your cooperation is appreciated. /

Yourysincerely,

Dr Matthias Stahl
Quality Assurance and Safety: Medicines
Department of Medicines Policy and Standards

A il dobis « HRTEER
Organisation mondiale de la Santé « BceMupHas opranuaaLiua ampaBooxpaHenus » Organizacion Mundial de la Salud



		2023-10-17T16:33:56+0300
	Moldova
	MoldSign Signature




