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9 CFR Ch. III (1–1–16 Edition) Pt. 544 

food products in part 412 of this chap-
ter, also apply to the labeling of fish 
and fish products. 

PART 544—FOOD INGREDIENTS 
PERMITTED (EFF. 3-1-16) 

AUTHORITY: 21 U.S.C. 601–602, 606–622, 624– 
695; 7 CFR 2.7, 2.18, 2.53. 

EFFECTIVE DATE NOTE: At 80 FR 75616, Dec. 
2, 2015, part 544 was added, effective Mar. 1, 
2016. 

§ 544.1 Use of food ingredients. 
(a) No fish product may bear or con-

tain any food ingredient that would 
render it adulterated or misbranded or 
that is not approved in part 424 of this 
chapter, or in this part or elsewhere in 
this subchapter, or by the Adminis-
trator in specific cases. 

(b) [Reserved] 

[80 FR 75616, Dec. 2, 2015] 

PART 548—PREPARATION OF 
PRODUCTS (EFF. 3-1-16) 

Sec. 
548.1 Preparation of fish products. 
548.2 Requirements concerning ingredients 

and other articles used in the prepara-
tion of fish products. 

548.3 Samples of products, water, dyes, 
chemicals, etc. to be taken for examina-
tion. 

548.4 [Reserved] 
548.5 Ready-to-eat fish products. 
548.6 Canning and canned products. 
548.7 Use of new animal drugs. 
548.8 Polluted water contamination at es-

tablishment. 
548.9 Accreditation of non-Federal chem-

istry laboratories. 

AUTHORITY: 7 U.S.C. 138f; 7 U.S.C. 450; 21 
U.S.C. 601–602, 606–622, 624–695; 7 CFR 2.7, 2.18, 
2.53. 

SOURCE: 80 FR 75616, Dec. 2, 2015, unless 
otherwise noted. 

EFFECTIVE DATE NOTE: At 80 FR 75616, Dec. 
2, 2015, part 548 was added, effective Mar. 1, 
2016. 

§ 548.1 Preparation of fish products. 
(a) All processes used in preparing 

any fish product in official establish-
ments shall be subject to inspection by 
Program employees unless such prepa-
ration is conducted as or consists of op-
erations that are exempted from in-

spection under 9 CFR 303.1. No fixtures 
or appliances, such as tables, trucks, 
trays, tanks, vats, machines, imple-
ments, cans, or containers of any kind, 
shall be used unless they are of such 
materials and construction as will not 
contaminate or otherwise adulterate 
the product and are clean and sanitary. 
All steps in the preparation of edible 
products shall be conducted carefully 
and with strict cleanliness in rooms or 
compartments separate from those 
used for inedible products. 

(b) It shall be the responsibility of 
the operator of every official establish-
ment to comply with the Act and the 
regulations in this subchapter. To 
carry out this responsibility effec-
tively, the operator of the establish-
ment shall institute appropriate meas-
ures to ensure the maintenance of the 
establishment and the preparation, 
marking, labeling, packaging and other 
handling of its products strictly in ac-
cordance with the sanitary and other 
requirements of this subchapter. 

§ 548.2 Requirements concerning in-
gredients and other articles used in 
the preparation of fish products. 

All ingredients and other articles 
used in the preparation of any fish 
product must be clean, sound, health-
ful, wholesome, and otherwise such as 
will not result in the product’s being 
adulterated. 

§ 548.3 Samples of products, water, 
dyes, chemicals, etc. to be taken for 
examination. 

Samples of products, water, dyes, 
chemicals, preservatives, spices, or 
other articles in any official establish-
ment shall be taken, without cost to 
the Program, for examination, as often 
as may be deemed necessary for the ef-
ficient conduct of the inspection. 

§ 548.4 [Reserved] 

§ 548.5 Ready-to-eat fish products. 

Ready-to-eat fish products are sub-
ject to the requirements in part 430 of 
this chapter. 
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Food Safety and Inspection Service, USDA § 550.6 

§ 548.6 Canning and canned products. 
The requirements for canning and 

canned products in 9 CFR part 318, sub-
part G (§§ 318.300–318.311) apply to fish 
products that are canned. 

§ 548.7 Use of new animal drugs. 
Edible tissues of fish with residues 

exceeding tolerance levels specified in 
21 CFR part 556 or established in an im-
port tolerance under 21 U.S.C. 360b(a)(6) 
are adulterated within the meaning of 
section 402(a)(2)(C)(ii) of the Federal 
Food, Drug, and Cosmetic Act because 
they bear or contain a new animal drug 
that is unsafe within the meaning of 
section 512 of the Federal Food, Drug, 
and Cosmetic Act. 

§ 548.8 Polluted water contamination 
at establishment 

In the event that there is polluted 
water (including but not limited to 
flood water) in an official establish-
ment, all products and ingredients for 
use in the preparation of the products 
that have been rendered adulterated by 
the water must be condemned. After 
the polluted water has receded from 
the establishment, the establishment 
must follow the cleaning and sanitizing 
procedures in § 318.4 of this chapter. 

§ 548.9 Accreditation of non-Federal 
chemistry laboratories. 

A non-Federal analytical laboratory 
that has met the requirements for ac-
creditation specified in 9 CFR part 439 
and hence, at an establishment’s dis-
cretion, may be used in lieu of an FSIS 
laboratory for analyzing official regu-
latory samples. Payment for the anal-
ysis of regulatory samples is to be 
made by the establishment using the 
accredited laboratory. 

PART 549—[RESERVED] 

PART 550—RECORDS REQUIRED TO 
BE KEPT (EFF. 3-1-16) 

Sec. 
550.1 Records required to be kept. 
550.2 Place of maintenance of records. 
550.3 Record retention period. 
550.4 Access to and inspection of records, fa-

cilities and inventory; copying and sam-
pling. 

550.5 Registration. 

550.6 Information and reports required from 
official establishment operators. 

550.7 Reports by consignees of allegedly 
adulterated or misbranded products; sale 
or transportation as violations. 

AUTHORITY: 21 U.S.C. 601–602, 606–622, 624– 
695; 7 CFR 2.7, 2.18, 2.53. 

SOURCE: 80 FR 75616, Dec. 2, 2015, unless 
otherwise noted. 

EFFECTIVE DATE NOTE: At 80 FR 75616, Dec. 
2, 2015, part 550 was added, effective Mar. 1, 
2016. 

§ 550.1 Records required to be kept. 

The requirements in 9 CFR 320.1 for 
records to be kept apply to persons 
that engage in businesses relating to 
fish and fish products as they do to per-
sons that engage in businesses relating 
to the carcasses, parts, or products of 
other species amenable to the FMIA. 

§ 550.2 Place of maintenance of 
records. 

The requirements in 9 CFR 320.2 for 
the place where records are to be main-
tained apply in the keeping of records 
under this part. 

§ 550.3 Record retention period. 

The record retention requirements in 
9 CFR 320.3 apply to records required to 
be kept under this part. 

§ 550.4 Access to and inspection of 
records, facilities and inventory; 
copying and sampling. 

The provisions of 9 CFR 320.4 apply to 
businesses dealing in fish and fish prod-
ucts. 

§ 550.5 Registration. 

The registration requirements in 9 
CFR 320.5 apply to persons engaging in 
businesses, in or for commerce, relat-
ing to fish and fish products as they do 
to persons engaging in businesses relat-
ing to the carcasses, parts, and prod-
ucts, or any livestock, of other animal 
species that are amenable to the FMIA. 

§ 550.6 Information and reports re-
quired from official establishment 
operators. 

The information and reporting re-
quirements in 9 CFR 320.6 for operators 
of official establishments apply with 
respect to fish and fish products as 
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