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PHARMACEUTICAL STABILITY
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TERMINALLY STERILIZED
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PRODUCTS—PARAMETRIC RELEASE
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VALIDATION OF  ALTERNATIVE
MICROBIOLOGICAL METHODS
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PROCEDURES
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b WATER FOR PHARMACEUTICAL
PURPOSES
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CONSIDERATIONS

C-4. BRMNEFBFEPIZBIT HEEETEEHEIC
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EP LB 2HETEREHEDOEADKEL L
T, FETREAN2 AL D. F—I3KEIC
Production ODIEZFHITTEY, BiEREHIE
WTEETREER, HbAVWTRETREFTE
HLTH XWRERE (BXOZEDORRE) O
LT TVWHETHS.

Z DIEIZDWTIHE, 1.4. Monographs
TUTOX S AR ZENTNS.

DH

PRODUCTION

Statements under the heading Production
draw attention to particular aspects of the
but

manufacturing  process are  not

necessarily comprehensive. They constitute

mandatory requirements for manufacturers,
unless otherwise stated. They may relate,

for example, to source materials; to the
itself and

validation and control; to in-process testing;

manufacturing _process its

or to testing that is to be carried out by the

manufacturer on the final article, either on

selected batches or on each batch prior to
These

necessarily be verified on a sample of the

release. statements cannot
final article by an independent analyst. The
competent authority may establish that the

instructions have been followed, for example,

by examination of data received from the
manufacturer, by inspection of manufacture
or by testing appropriate samples.

The absence of a Production section does
not imply that attention to features such as
those referred to above is not required.

Choice of vaccine strain, Choice of vaccine
composition. The Production section of a
monograph may define the characteristics of
a vaccine strain or vaccine composition.
Unless otherwise stated, test methods given
for verification of these characteristics are
provided for information as examples of
suitable methods. Subject to approval by the
competent authority, other test methods
may be used without validation against the

method shown in the monograph.
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