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D

PRODUCTION

Statements under the heading Production
draw attention to particular aspects of the
manufacturing process but are not
necessarily comprehensive. They constitute
mandatory requirements for manufacturers,
unless otherwise stated. They may relate,
for example, to source materials; to the

manufacturing process 1itself and its

validation and control; to in—process
testing; 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 release. These statements cannot
necessarily be verified on a sample of the
final article by an independent analyst. The
competent authority may establish that the
been followed, for

instructions have

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.

IOESICLT, EREEETCHIRFDE
B, LR b TREEZ DT, T
RIREREEGZHALNE LTS,

B ORMIIREDO RMMBEICH D, EP
DRSS FRMPHFAG TR 2 HEEE O
T _XTORMPERETHLIOICRESH
TV, ZOHFRIIGEMEEZ > TWVDHHOD,
FROBEFIEORMIZEEND R %A
PGB L7221 Nid7e &3, T HliiiZE R, o %
EEDT, ZOXINE Y AT ME LT IE R
59, BRTOEANIEREE»L LR,

UTZDM, EP O—lRBRED D VIS
ERH~ORETREREEOTHFEELE LD
D.

(1) —f&FBRIE General Tests

5.1.7. UANAREAEME  VIRAL SAFETY

ICH-Q5A #ZBH LoD, "M AT ua
—EZBERAMRE LT DU A N AR
THRFAEZEBICE L DELDTHS.

5.2.1. EYERKZELETHWLND HEE -

31
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