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Control
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Process
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Holistic program that
encompasses concepts
within the centext of the
entire manufacturing
facility and process

Personnel
Facilities/Utilities
Envirenment
Monitering/Trending

Raw Materials
Media/Buffers
Testing

Process Controls
Equipment

Testing
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Microbiological Tests for Pharmaceutical preparations
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(a) The pour plate method (b) The spread plate method
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over surface
evenly

€) Swirl to mix

&) Colonies &) Colonies grow
grow in and only on surface
on solidified of medium
medium
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Nutrient agar plate

Inoculate culture
in S mil of
agar for overiay

Overiay plate

Antibiotic discs are placed on surface

l Incubate for 24-48 h

Test organism shows sensitivity to some
antibiotics, indicated by inhibition of bacterial
growth around discs (zones of inhibition) after incubation

BEFORE GROWTH AFTERGROWTH

Growth Time
_—
~24 hours

No bacterial growth
Agar media, spread {Zone of inhibition)

Antibiotic disks on Petri dish

Bacterial growth



Antibioticdisk is added
__— toan agar plate spread
= with bacteria.

i VERY EFFECTIVE ANTIBIOTIC
INEFFECTIVE ANTIBIOTIC

EFFECTIVE ANTIBIOTIC

Bacterial concentrationis
Bacterial concentration significantly reduced
does not change. Bacterial concentrationis
reduced around disc; zone
of inhibitionis visible.

around disc; large zone of
inhibition isvisible.
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