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the vitamin D bioassay and, if re-
quired, a protein biological quality bio-
assay are complete, provided such bio-
assays have been initiated, and if an-
other analysis for the vitamin D has 
been run and the protein content has 
been determined by a suitable method. 
The biological quality of the protein 
shall be determined by an appropriate 
modification of the AOAC bioassay 
method of analysis. The manufacturer 
shall analyze additional samples from 
the same batch for vitamin D, by any 
suitable method, and for the biological 
quality of the protein. The manufac-
turer shall perform such analyses at 
least annually for a period not to ex-
ceed the expected shelf life of the prod-
uct. 

(d) A simple adjustment in the level 
of an ingredient to accommodate in-
consistencies in processing is consid-
ered to be neither a minor nor a major 
change. 

[47 FR 17025, Apr. 20, 1982, as amended at 54 
FR 24891, June 12, 1989; 63 FR 14035, Mar. 24, 
1998] 

§ 106.90 Coding. 
The manufacturer shall code all in-

fant formulas in conformity with the 
coding requirements that are applica-
ble to thermally processed low-acid 
foods packaged in hermetically sealed 
containers as prescribed in § 113.60(c). 

Subpart C—Records and Reports 

§ 106.100 Records. 
(a) Every manufacturer of infant for-

mula shall maintain the records speci-
fied in this regulation in order to per-
mit the Food and Drug Administration 
to determine whether each manufac-
turer is in compliance with section 412 
of the Federal Food, Drug, and Cos-
metic Act (the act). 

(b) The manufacturer shall maintain 
all records that pertain to food-pack-
aging materials subject to § 174.5 of this 
chapter and that bear on whether such 
materials would cause an infant for-
mula to be adulterated within the 
meaning of section 402(a)(2)(C) of the 
act. 

(c) The manufacturer shall maintain 
all records that pertain to nutrient 
premix testing that it generates or re-

ceives. Such records shall include, but 
are not limited to: 

(1) Any results of testing conducted 
to ensure that each nutrient premix is 
in compliance with the premix certifi-
cate and guarantee and specifications 
that have been provided to the manu-
facturer by the premix supplier, includ-
ing tests conducted when nutrients ex-
ceed their expiration date or shelf life 
(retest date). 

(2) All certificates and guarantees 
given by premix suppliers concerning 
the nutrients required by section 412(i) 
of the act and § 107.100 of this chapter. 

(d) The premix supplier shall main-
tain the results of all testing con-
ducted to provide all certificates and 
guarantees concerning nutrient pre-
mixes for infant formulas. Such records 
shall include but are not limited to: 

(1) The results of tests conducted to 
determine the purity of each nutrient 
required by section 412(i) of the act or 
§ 107.100 of this chapter and any other 
nutrient listed in the certificate and 
guarantee; 

(2) The weight of each nutrient 
added; 

(3) The results of any quantitative 
tests conducted to determine the 
amount of each nutrient certified or 
guaranteed; and 

(4) The results of any quantitative 
tests conducted to identify the nutri-
ent levels present when nutrient pre-
mixes exceed their expiration date or 
shelf life (retest date). 

(e) The manufacturer shall maintain 
all records necessary to ensure proper 
nutrient quality control in the manu-
facture of infant formula products. 
Such records shall include the results 
of any testing conducted to verify that 
each nutrient required by section 412(i) 
of the act or § 107.100 of this chapter is 
present in each batch of infant formula 
at the appropriate concentration. This 
requirement pertains to ingredients, in 
process batch and finished product 
from the time of manufacture through 
its expiration date. 

(f) The manufacturer shall maintain 
all records necessary to ensure re-
quired nutrient content at the final 
product stage. Such records shall in-
clude, but are not limited to, testing 
results for vitamins A, B1 (thiamine), 
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