
630.87

ure of each filling, including all re-
ults of each test for which test results

tre requested by the Director, Bureau
f Biologics.

(ii) A total of no less than two 25-

nilliliter volumes, in a frozen state

-60° C), of preclarification bulk mea-

les component containing no preser-
ative or adjuvant.

(iii) A frozen 5-milliliter sample of
he smallpox component prior to any

ilution or filtration.

(iv) A sample consisting of no less

han sixteen 10-dose vials, or twelve
5-dose vials, or ten 50-dose vials of
accine in final labeled containers,
lus sufficient diluent in final labeled

ontainers to reconstitute the vaccine.

(2) In addition to the requirements.
f paragraph (e)(1) of this section,
henever a new measles production
eed lot is introduced, or whenever the

urce of measles cell culture subtrate
ust be reestablished and recertified,
mples consisting of no less than 100
illiliters in 10-milliliter volumes, in a

ozen state (-60° C), of the bulk mea-

es component after clarification and
ntaining stabilizer but no preserva-
ve or adjuvant, taken from each of 5
insecutive lots of the bulk vaccine.

(3) The product shall not be issued

the manufacturer until written no-

lication of official release of each

ling of each lot is received from the

Irector, Bureau of Biologics.

B FR 32068, Nov. 20, 1973, as amended at
FR 6779, Feb. 14, 1975; 41 FR 10430, Mar.
,1975; 42 FR 27582, May 31, 1977]

130.87 Equivalent methods.

Modification of any particular man-
acturing method or process or the
nditions under which it is conducted

set forth in the additional stand-
ds relating to Measles-Smallpox Vac-

re, Live (§5 630.80 to 630.86, inclu-

'e), shall be permitted whenever the
inufacturer presents evidence that
monstrates the modification will

ovide assurances of the safety,
rity, and potency of the vaccine
at are equal to or greater than the
surances provided by such stand-

is, and the Commissioner of Food
d Drugs so finds and makes such

ding a matter of official record.
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