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introduction

= Microorganisms may be introduced into pharmaceuticals via the
materials used in their manufacture and through various environmental
sources during processing.

= Once microorganisms are present, proliferation may occur if conditions
are favorable.

= With sterile products, any contamination presents a risk to the patient.
With nonsterile products, an assessment of risk is more complex. Here
the absolute numbers and organism types are key factors that need to
be taken into account.

* Microbial contamination and spoilage of pharmaceuticals will not only alter the esthetic
ksl qualities of a product (color, smell, texture, and so forth); such contamination may
also render the product dangerous to the user; or it may also nullify & any intended
therapeutic value of the product.

* Here the infection risk presented by pharmaceuticals varies according to the route of
application of the product, the health status of the user and the nature of the
contaminating microorganism . Thus, those products which are injected directly into blood
vessels or tissues (injections and infusions), and those that are applied directly to the eyes
and ears (contact lens solutions, eye drops, etc.) represent a greater infection risk than
products that are taken orally or applied to intact healthy skin.

* The infection risks from injected products and eye products are sufficiently great that all
such products must be manufactured in such a way that they are completely free from all
types of microorganism (i.e., they are classed as “sterile products”). In contrast, oral and
topical products may contain a small number of certain types of microorganisms
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Pre-Filter Medium Filters HEPA Filter
2 |

| 1

Type | Type 2
AP-1008BH/CH AP-10080H
1 =" 1

AT Medium Filter

MCC™ Medium Filter Deodorization Fitter

Yellow Dust Cigarette odors

Harmful gases
Human hair Foul odors Influenza Bad odors Harmful gases
Pet fur Legionella
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EU GMP Annex 1- Basic Elements
Clean Room Classification

e
v
Maximum permitted number of particles per m" equal to or greater”
than the tabulated size
At rest In operation
Grade 0.5 um S.0um 0.5 um 5.0um
A 3520 20 3 520 20
B 3520 29 352 000 2 900
C 352 000 2 900 3 520 000 29 000
D 3 520 000 29 000 Not defined Not defined
| Recommended limits for microbial contamination (a) _ \
Grade | air sample settle plates contact plates glove print
cfu/m’ (diameter 90 mm) (diameter 55 mm) 5 fingers
cfu/'4 hours (b) cfu/plate cfu/glove
A <1 <1 <1 [<1
B 10 5 5 5
[ & 100 50 25 -
D 200 100 50 -
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