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PREMISES AND EQUIPMENT

Production Area

aWhere starting and primary packaging materials,

intermediate or bulk products are exposed to the
environment, interior surfaces (walls, floors and ceilings)
should:

* be smooth

* be free from cracks and open joints

* not shed particulate matter

* permit easy and effective cleaning and, if necessary, disinfection.

o Pipework, light fittings, ventilation points and other services
should be designed and sited to avoid the creation of
recesses which are difficult to clean.

0 As far as possible, for maintenance purposes, they should be
accessible from outside the manufacturing areas.
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PREMISES AND EQUIPMENT

Production Area

* Production areas should be effectively ventilated, with
air control facilities (including temperature and, where
necessary, humidity and filtration) appropriate both to
the products handled, to the operations undertaken
within them and to the external environment.

* Weighing of starting materials usually should be carried
out in a separate weighing room designed for that use.

* In cases where dust is generated (e.g. during sampling,
weighing, mixing and processing operations, packaging
of dry products), specific provisions should be taken to
avoid cross-contamination and facilitate cleaning.
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PREMISES AND EQUIPMENT

Production Area
* Production areas should be well lit, particularly where
visual on-line controls are carried out.

* In-process controls may be carried out within the

production area provided they do not carry any risk for
the production.
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PREMISES AND EQUIPMENT

Storage Areas

* Storage areas should be of sufficient capacity to

allow orderly storage of the various categories of
materials and products:

»starting and packaging materials,
»intermediate, bulk and finished products,
»products in quarantine,

»released, rejected, returned or recalled.

* Segregated areas should be provided for the
storage of rejected, recalled or returned
materials or products.
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PREMISES AND EQUIPMENT

Storage Areas

* Storage areas should be designed or adapted to
ensure good storage conditions:
»clean and dry
»Maintained within acceptable temperature limits.

> Where special storage conditions are required (e.g.
temperature, humidity) these should be provided,
checked and monitored.
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PREMISES AND EQUIPMENT

Storage Areas

* Highly active materials or products should be
stored in safe and secure areas.

* Printed packaging materials are considered
critical to the conformity of the medicinal
product and special attention should be paid to
the safe and secure storage of these materials.

* There should normally be a separate sampling

area for starting materials. If sampling is
performed in the storage area, it should be
conducted in such a way as to prevent
contamination or cross-contamination. .
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PREMISES AND EQUIPMENT

Quality Control Areas
* Normally, Quality Control laboratories should be
separated from production areas.

* There should be adequate suitable storage space
for samples and records.

* Separate rooms may be necessary to protect
sensitive instruments from vibration, electrical
interference, humidity, etc.
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PREMISES AND EQUIPMENT

Quality Control Areas

* Laboratories for the control of biologicals,
microbiologicals and radioisotopes, should be
separated from each other.

* Special requirements are needed in laboratories
handling particular substances, such as biological
or radioactive samples.
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PREMISES AND EQUIPMENT

Ancillary Areas
* Rest and refreshment rooms should be separate
from other areas.

* Facilities for changing clothes, and for washing
and toilet purposes should be easily accessible
and appropriate for the number of users.

* Toilets should not directly communicate with
production or storage areas.
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PREMISES AND EQUIPMENT

Ancillary Areas

* Maintenance workshops should as far as
possible be separated from production areas.

* Whenever parts and tools are stored in the
production area, they should be kept in rooms or
lockers reserved for that use.

* Animal houses should be well isolated from
other areas, with separate entrance (animal
access) and air handling facilities.
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RYEETAREN

DOCUMENTATION
a GOOd documentation Standla:i?.pf:ating P‘r;?.cedures, or SOPs
constitutes an essential s
part of the quality e e

assurance system and is
key to operating in ey
compliance with GMP s
requirements. S

2 Scope

a There are two primary e T Ll
types of documentation L rmee
used to manage and T mm——
record GMP compliance: aommeecmimmsrm o e s

wisk © 7us SOP T reCemany MOUDE COMACT InOmmasce

Swnderd Opevating Procedse

* instructions . Sikkitey
(directions, o gt o i vy O S S, S, o
requirements) e
° records/reports. RARSCH OO0 ovenmment SIS sl 0 S0P a e
DOCUMENTATION

Required GMP documentation

aSite Master File: A document describing the GMP
related activities of the manufacturer.

alnstructions (directions, or requirements) type:
* Specifications
* Manufacturing Formulae, Processing, Packaging and Testing
Instructions

* Procedures: (Otherwise known as Standard Operating
Procedures, or SOPs), give directions for performing certain
operations.

* Protocols: Give instructions for performing and recording
certain discrete operations

* Technical Agreements: Are agreed between contract givers
and acceptors for outsourced activities
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DOCUMENTATION

Required GMP documentation

aRecord/Report type:

* Records: Provide evidence of various actions taken
to demonstrate compliance with instructions, e.g.
activities, events, investigations, and in the case of
manufactured batches a history of each batch of
product, including its distribution.

* Certificates of Analysis: Provide a summary of testing
results on samples of products or materials together
with the evaluation for compliance to a stated
specification.

* Reports: Document the conduct of particular

exercises, projects or investigations, together with
results, conclusions and recommendations.
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DOCUMENTATION

Generation and Control of Documentation

* Documents should be designed, prepared, reviewed
and distributed with care. They should comply with the
relevant parts of Product Specification Files,
Manufacturing and Marketing Authorisation dossiers, as
appropriate.

* Documents should have unambiguous contents and be
uniquely identifiable.

* The effective date of document should be defined.
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DOCUMENTATION

Generation and Control of Documentation

* Documents containing instructions should be approved,
signed and dated by appropriate and authorised
persons.

* Documents should not be hand-written; although,
where documents require the entry of data, sufficient
space should be provided for such entries.

* Documents within the Quality Management System
should be regularly reviewed and kept up-to-date.
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DOCUMENTATION

Good Documentation Practices

* Handwritten entries should be made in clear, legible,
indelible way.

* Records should be made or completed at the time each
action is taken and in such a way that all significant
activities concerning the manufacture of medicinal
products are traceable.

* Any alteration made to the entry on a document should
be signed and dated; the alteration should permit the
reading of the original information. Where appropriate,
the reason for the alteration should be recorded
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