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21 CFR Ch. I (4–1–11 Edition) § 573.450 

§ 573.450 Fermented ammoniated con-
densed whey. 

(a) Identity. The product is produced 
by the Lactobacillus bulgaricus fer-
mentation of whey with the addition of 
ammonia. 

(b) Specifications. The product con-
tains 35 to 55 percent crude protein and 
not more than 42 percent equivalent 
crude protein from nonprotein nitrogen 
sources. 

(c) Uses. The product is used as a 
source of protein and nonprotein nitro-
gen for cattle. 

(d) Limitations. (1) Store in a closed 
vented tank equipped for agitation. 
Agitate 5 minutes before using. Do not 
store at temperature above 110 °F (43 
°C). 

(2) The maximum level of use of fer-
mented ammoniated condensed whey 
and equivalent crude protein from all 
other added forms of nonprotein nitro-
gen shall not exceed 30 percent of the 
dietary crude protein. 

(3) The additive may be used as fol-
lows: 

(i) Mixed with grain, roughage, or 
grain and roughage prior to feeding. 

(ii) As a component of free-choice liq-
uid feeds, used to supplement the diets 
of cattle fed other sources of nutrients, 
fermented ammoniated condensed 
whey shall not exceed 80 percent of the 
free-choice liquid feed. 

(e) Labeling. The label shall bear, in 
addition to other information required 
by the act: 

(1) The name of the additive. 
(2) The maximum percentage of 

equivalent crude protein from non-
protein nitrogen. 

(3) Adequate directions for use in ac-
cordance with the provisions in para-
graph (d) of this section. 

[43 FR 33708, July 1, 1978, as amended at 46 
FR 49115, Oct. 6, 1981] 

§ 573.460 Formaldehyde. 
The food additive formaldehyde may 

be safely used in the manufacture of 
animal feeds in accordance with the 
following conditions: 

(a) The additive is used, or intended 
for use, to improve the handling char-
acteristics of fat by producing a dry, 
free-flowing product, as follows: 

(1) For animal fat in combination 
with certain oilseed meals, as a compo-

nent of dry, nonpelletted feeds for beef 
and nonlactating dairy cattle. 

(i) An aqueous blend of soybean and 
sunflower meals in a ratio of 3:1, re-
spectively, is mixed with animal fat 
such that the oilseed meals and animal 
fat are in a ratio of 3:2. The feed ingre-
dients are those defined by the ‘‘Official 
Publication’’ of the Association of 
American Feed Control Officials, Inc., 
2003 ed., pp. 303, 308, and 309, which is 
incorporated by reference. The Direc-
tor of the Office of the Federal Register 
approves this incorporation by ref-
erence in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51. You may ob-
tain copies from the Assistant Sec-
retary-Treasurer, Association of Amer-
ican Feed Control Officials Inc., P.O. 
Box 478, Oxford, IN 47971, or you may 
examine a copy at the Division of 
Dockets Management, Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852, or at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on 
the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(ii) Formaldehyde (37 percent solu-
tion) is added to the mixture at a level 
of 4 percent of the dry matter weight of 
the oilseed meals and animal fat. This 
mixture, upon drying, contains not 
more than 1 percent formaldehyde and 
not more than 12 percent moisture. 

(iii) To assure the safe use of the ad-
ditive, in addition to the other infor-
mation required by the Federal Food, 
Drug, and Cosmetic Act (the act), the 
label and labeling of the dried mixture 
shall bear: 

(A) The name of the additive. 
(B) Adequate directions for use pro-

viding that the feed as consumed does 
not contain more than 25 percent of the 
mixture. 

(2) For soybean and canola seeds and/ 
or meals to which there may be added 
vegetable oil as a component of dry, 
nonpelleted feeds for beef and dairy 
cattle, including lactating dairy cattle. 

(i) An aqueous blend of oilseed and/or 
meals, with or without added vegetable 
oil, in a ratio such that, on a dry mat-
ter basis, the final protein level will be 
25 to 35 percent and the fat content will 
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be 20 to 45 percent. The feed ingredi-
ents are those defined by the ‘‘Official 
Publication’’ of the Association of 
American Feed Control Officials, Inc., 
2003 ed., pp. 301, 307, 308, and 309, which 
is incorporated by reference. The Di-
rector of the Office of the Federal Reg-
ister approves this incorporation by 
reference in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51. You may ob-
tain copies from the Assistant Sec-
retary-Treasurer, Association of Amer-
ican Feed Control Officials Inc., P.O. 
Box 478, Oxford, IN 47971, or you may 
examine a copy at the Division of 
Dockets Management, Food and Drug 
Administration, 5630 Fishers lane, rm. 
1061, Rockville, MD 20852, or at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on 
the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(ii) Formaldehyde (37 percent solu-
tion) is added to the mixture at a level 
of 2.7 percent of the dry matter weight 
basis of the oilseeds and/or meals and 
the vegetable oil. This mixture, upon 
drying, contains not more than 0.5 per-
cent formaldehyde and not more than 
12 percent moisture. 

(iii) To assure the safe use of the ad-
ditive, in addition to the other infor-
mation required by the act, the label 
and labeling of the dried mixture shall 
bear: 

(A) The name of the additive. 
(B) The statement, ‘‘This supplement 

is not to exceed 12.5% of the total ra-
tion. Dietary calcium and magnesium 
levels should be considered when 
supplementing the diet with fat.’’ 

(C) The minimum and maximum lev-
els of crude fat must be guaranteed and 
must be between -5 percent and +5 per-
cent of the analyzed fat content for 
each batch. 

(b)(1) The food additive is formalde-
hyde (CAS No. 50–00–0; 37 percent aque-
ous solution). It is used at a rate of 5.4 
pounds (2.5 kilograms) per ton of ani-
mal feed or feed ingredient. It is an 
antimicrobial agent used to maintain 
complete animal feeds or feed ingredi-
ents Salmonella negative for up to 21 
days. 

(2) To assure safe use of the additive, 
in addition to the other information re-
quired by the Act, the label and label-
ing shall contain: 

(i) The name of the additive. 
(ii) A statement that formaldehyde 

solution which has been stored below 40 
°F or allowed to freeze should not be 
applied to complete animal feeds or 
feed ingredients. 

(iii) Adequate directions for use in-
cluding a statement that formaldehyde 
should be uniformly sprayed on and 
thoroughly mixed into the complete 
animal feeds or feed ingredients and 
that the complete animal feeds or feed 
ingredients so treated shall be labeled 
as containing formaldehyde. The label 
must prominently display the state-
ment: ‘‘Treated with formaldehyde to 
maintain feed Salmonella negative. Use 
within 21 days.’’ 

(iv) The labeling for feed or feed in-
gredients to which formaldehyde has 
been added under the provisions of 
paragraph (b)(1) of this section is re-
quired to carry the following state-
ment: ‘‘Treated with formaldehyde to 
maintain feed Salmonella negative. Use 
within 21 days.’’ 

(3) To assure safe use of the additive, 
in addition to the other information re-
quired by the Act, the label and label-
ing shall contain: 

(i) Appropriate warnings and safety 
precautions concerning formaldehyde. 

(ii) Statements identifying formalde-
hyde as a poison with potentials for ad-
verse respiratory effects. 

(iii) Information about emergency 
aid in case of accidental inhalation. 

(iv) Statements reflecting require-
ments of applicable sections of the 
Superfund Amendments and Reauthor-
ization Act (SARA), and the Occupa-
tional Safety and Health Administra-
tion’s (OSHA) human safety guidance 
regulations. 

(v) Contact address and phone num-
ber for reporting adverse reactions or 
to request a copy of the Materials Safe-
ty Data Sheet (MSDS). 

[41 FR 38652, Sept. 10, 1976, as amended at 54 
FR 18281, Apr. 28, 1989; 61 FR 15704, Apr. 9, 
1996; 63 FR 53580, Oct. 6, 1998; 68 FR 65633, 
Nov. 21, 2003] 
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