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Intermediate materials

e|ntermediate or bulk products refer either to those materials or
products that are prepared en route to the finished product or, for
example, bulk tablets before they are packed.

e|n all cases they should be appropriately stored.

eOn receipt, they should be handled just like any other starting

materials,
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1-critical defect: aa_all ¢ sl

critical defects are those defects which can be life threating & which require the company to
take immediately action by all responsible means as soon as the defect becomes a part
wither in or out of business hours, example:

products labeled with incorrect name.

counterfeit or deliberately tampered with product.
microbiological contamination of sterile product
2- Major defects: ¢ Sl o suall

major defects are those defects which may , but which are not
life threating. Example:

-any labeling/leaflet which represents as significant hazard to the patient.

-Microbial with some risks.



3- Minor defects: 3 yall (1 gall

minor defects are those defects which present only a minor risk to the
patient.

Any batch recall or product withdrawal would normally be initiated a
few days, example:

-really visible isolated packing faults.

-contamination which may cause spoilage or dirt& where there is
minimal risk to the patient.

In case of errors with 5% it is better to isolate the batch.
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storage

* Finished products should be held in quarantine until quality assurance
has released them for distribution.

 All storage should conform to the conditions specified in the
marketing authorization so that it maintains its safety, efficacy and
qguality throughout its predicted shelf life.
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Quality control 32l 48) 4 Quality assurance 335l (laa Attribute 4axall

QC is a set of activities for ensuring quality QA is a set of activities for ensuring quality in Definition
in products, the activities focus on the process by which products are developed. iy i)
identifying defects in the actual products

produced.

QC aims to identify (and correct) defects in QA aims to prevent defects with a focus on the

the finished product, quality control, process used to make the product. It is a proactive

therefore, is a reactive process. guality process.

The goal of QC is to identify defects after The goal of QA is to improve development
product is developed and before it's and test process so that defects do not arise
released. when the product is being developed.

As A Tool
QA is a managerial tool. 31als

QC is a corrective tool.

Qc is lab based. QA is company based.
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