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*Bﬁ$5|-$ Capability of a Process: Ability of a process to produce a product that will
. . N . . o fulfill the requirements of that product. The concept of process capability
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can also be defined in statistical terms.
e =, % = ST R K ROy (=Y a =] (=P Y . . . .
RENSEY, RS BELXNXEETH DOE 7 BEMRMAmigit il amlizE X. Commercial Manufacturing Process: The manufacturing process resulting

in commercial product.
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Performance Indicators: Measurable values used to quantify quality
objectives to reflect the performance of an organization, process or

system.

Process Definition: Defining the commercial manufacturing process based

on knowledge gained through development and scale-up activities.

Process Qualification: Confirming that the manufacturing process as

defined is capable of reproducible commercial manufacturing.
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Process Validation: The collection and evaluation of data, from the process
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design stage through commercial production, which establishes scientific

evidence that a process is capable of consistently delivering quality

RREL CRURT CNITTT
P

products.

it E
' =

|

Quality: The degree to which a set of inherent properties of a product,

system, or process fulfills requirements.






