National Medicines Laboratory (NML)

The following is the requirements for submitting a sample for analysis for Marketing Authorization.

A. Quantity of samples required

	S. No.
	Particular
	Quantity

	1.
	Tablets/ Capsules
	100 Tab/Cap

	2.
	Dry Syrup
	15 bottles

	3.
	Liquid/Tube
	15 bottles/tube

	4.
	Powder (Oral and External)
	25 Pkt

	5.
	Injection/Solution/Suspension

Less than 10 ml

10 ml to less than 100 ml 

100 ml or more
	40 vials

20 vials

16 vials/bottle


B. Documents Required

1. Product Specification/Protocol

2. Analytical Report (In-house)

3. Method of Analysis

4. Stability test report (Accelerated)

