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QC Department (Quality control) — 33sall 3 la) aud o

Each holder of a manufacturing authorization should have a QC Department

Independence from production and other departments is considered to be
fundamental.

Under the authority of an appropriately qualified and experienced person with
one or several control laboratories at his or her disposal

the day to day assessment, of all operations:

From the receipt of raw materials — to the distribution of the finished product,
includes analytic testing.
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General %@Wmmm&@ for @mlm Control

1- Adequate Laboratory Facilities

(Aalie LS JS (0585 ) S 3 il Sl
2- Qualified, Trained and Experienced Personnel
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3- Approved Written Procedures
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4
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Objects: Five Variables Control

. Raw (Starting) Materials.

. Intermediates, Bulks (In Process Items).
. Packaging & Filling & Bottling Materials.
. Labeling Materials.

. Finished Products.

. Water.
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all matters reIatmg to manufacture and testing of materlal by supplier, labeling,
packaglng, complamts rejection procedures, as well as shipping requwements
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shipping reqwrements
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e As consignments arrive, containers should be checked for compliance with order.

e Containers should be checked for leakage, damage and contamination as
necessary, and cleaned and labeled with prescrlbed information.

Any damage that is observed should be recorded and reported to both QC and to
the purchasing department.

]: Incoming Materials quarantined immediately after receipt until they are released
or use.
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Manufacturer store materials in conditions established by supplier as
being correct for material.

8 (e 3a2m0 Jag i 8 ) gall 028 (3 A aliadll o siy A oY) Balall (s &3 b e
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Batches correctly segregated and stock rotated on FIFO or PEFQ basis.
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Any rejected materials should be clearly marked as such and stored
separately in restricted area.

-Materials that have been rejected should be returned to suppliers,
reprocessed or destroyed.

-Strictly enforced maximum allowed time in rejected store is often
helpful in ensuring that materials are moved on quickly.

-All actions should be recorded.

- Rejected materials may be reprocessed. It may only be done if the
quality of the finished product is unaffected, all specifications are met
and all the risks have been assessed.
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-Reprocessed batch will need a new identifying number.
-Procedure should include consideration of the effect on shelf life.
-Procedure to be followed must be in accordance with local legislation.

-Records will be required of the recovery procedure including amounts of recovered
materials and batch numbers.
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-When considering starting materials, GMP start with purchasing.

-Personnel with technical knowledge of requirements of each material involved in
purchasing decision (knowledge of suppliers and products).

-Purchasing should no longer be considered as just simple financial transaction.
-Starting materials should only be obtained from suppliers listed on relevant specification.
-If at all possible, materials should come direct from manufacturer.
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-If delivery of one material is made up of several batches, then each
batch should be treated separately for sampling, testing and release.

-If this is not done, for example, if all sub batches are tested but there is
no separation of bulk materials, then all materials will have to be
treated as one batch. This means that failure of one sub batch will
mean rejection of whole delivery.

-Procedures should be available to describe sampling routines that will
be followed for each material.

-Containers from which samples have been drawn should be identified.



-If delivery of one material is made up of several batches, then each batch
should be treated separately for sampling, testing and release.

-If this is not done, for example, if all sub batches are tested but there is no

separation of bulk materials, then all materials will have to be treated as one

3a’|qch. This means that failure of one sub batch will mean rejection of whole
elivery.

-Procedures should be available to describe sampling routines that will be
followed for each material.

-Containers from which samples have been drawn should be identified.
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-Starting materials in storage areas should be properly labeled.

-Labels should carry at least following information: name of material
and internal code reference; supplier batch number and manufacturer
receiving number; status of contents; expiry date; and date for retest.

-If computer systems used to control location and movement of
materials, not all of this information needs be in human-readable form.

-Bar codes are now frequently used to deliver such information.
-If these systems are used, they must be validated,

-The QC department has the responsibility to release (or reject)
material for use.

-Only materials that have been so released, and that are within their
shelf life, should be used.
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