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4.6(1) Grossly substandard If any batch of a particular item supplied under a tender tenure by'the supplier
is declared as Not of Standard Quality by an empanelled lab or Govt. Lab which falls in grossly substandard
category-and such failure is further confirmed by ariother empanelled lab / Govt. Lab, then the product shall
be liable for debarring for a period of not Less than one (1) years.) .
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Category of Active ingredient content (Assay)
NOSQ drugs
Thermo stable Thermolabile
Minor Upto 5% less than the prescribed lower | Abave 70% to the prescribed lower
[imit limit; ¢

Grossly Below 5% of the prescribed lower limit to | 70% to 40%
Substandard 50%
Spurious Below 50% Below 40%
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